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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

OFFICE OF CHEMICAL SAFETY
AND POLLUTION PREVENTION

NOV-22 201

Dr. J. Austin Burns
Regulatory Affairs Manager
Monsanto Company

800 North Lindbergh Bivd.
St. Louis, MO 63137

Subject: MON 89034 x TC1507 x MON 88017 x DAS-59122-7 and MON 89034 x TC1507 x

MON 88017 x DAS-59122-7 RIB Complete™ June 10, 2011 and October 27, 2011
Applications to Amend the Expiration Date for Monsanto SmartStax Products
EPA Registration Nos. 524-581 and 524-595

Dear Dr. Burns:

The amendments referred to above, submitted in connection with registration under

Section 3(c)(7)(A) of the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), as
amended, are acceptable subject to the following terms and conditions.

1)
2)

3)

The expiration date for these products is November 30, 2013.

The Agency recognizes that large corn rootworm populations, environmental conditions,
and protein expression levels can influence corn root damage and may affect the
definition of suspected CRW resistance. The Agency plans to work with the registrants
to refine the definition of suspected resistance based on these factors. Until such time
that the Agency accepis a modified definition of suspected resistance to corn rootworm,
resistance will be suspected in cases where the average root damage in the SmartStax
field is > 0.5 on the nodal injury scale (NIS} and the frequency of SmartStax with > 0.5
nodes destroyed exceeds 50% of the sampled plants.

Within 90 days of this amendment, you must submit an enhanced rootworm resistance
monitoring plan for SmartStax that accounts for reports of suspected and/or confirmed
resistance. The rootworm resistance monitoring plan and the revised definitions for
suspected and confirmed resistance for SmartStax must be found acceptable to BPPD
by May 1, 2012 and utilized by Monsanto beginning in the 2012 season. This enhanced
monitoring program shouild:



4)

5)

0 Be practical and adaptable and provide information on
relevant changes in corn rootworm population sensitivity to
SmartStax;

o Be focused on areas where the potential for resistance is
greatest for SmartStax and for the corn rootworm active
single event components of SmartStax (Cry3Bb1and
Cry34Ab1/Cry35Ab1), based on available information on
historical pest pressure, unexpected performance issues,
historical suspected and/or confirmed resistance incidents
as currently defined or as modified in EPA accepted enhanced
monitoring programs, prevailing agronomic practices {e.g.
crop rotation versus continugus corn}, and academic and
extension publications on Bt corn field performance;

0 Involve coordination to the extent possible with other
stakeholders, such as academic and extension experts in the
states where corn rootworm is a major pest, other
registrants of SmartStax, and other registrants of similar
products, as appropriate;

o Be responsive to incidents of suspected or confirmed
resistance to the registrant's other products containing the
same active ingredient(s}, as well as to publicly available
reports of suspected or confirmed resistance to other Bf protein
toxins in SmartStax.

Within 90 days of this amendment, you must submit an enhanced remedial action plan
for SmartStax that includes actions to be taken in response to both suspected and
confirmed resistance. This remedial action plan must include a description of steps o
be taken in response to customer product performance inquiries and annual reporting to
the agency on the cutcomes of investigations into any such inguiries that might indicate
potential resistance. The program must include revised definitions of unexpected
damage to SmartStax corn that could indicate potential suspected resistance. The
enhanced remedial action plan must be found acceptable to BPPD by May 1, 2012,

The Grower Guide or its supplements must include language directing the user to
contact a company representative if they observe unexpected insect feeding damage to
their SmartStax corn. As part of its follow up on reports of unexpected damage to
SmartStax corn, the registrant must determine the nodal injury scale (NiS) of affected
corn. If the NIS results fall within the definition of suspected resistance for SmartStax,
then until such time as the Agency accepts a modified remedial action plan, the
registrant must provide specific guidance to affected growers in managing corn
rootworms in the affected fields. This will include 1) providing specific grower guidance
to control the adult stage of corn rootworms, where adult beetles are still present and



taying eggs during the season that unexpected damage meets the suspected resistance
definition; and 2) where the grower continues to be an existing customer of the
registrant or seed company licensee into the following season, providing specific grower
guidance and assistance to use an additional or alternative pest control method during
the season following the initial finding that unexpected damage meets the suspected
resistance definition.

6} Monsanto will submit additional modeling, scientific literature, and other scientific
information addressing the impact of pyramid PIP use in areas of confirmed resistance
to one of the rootworm-active components of the pyramid by August 30, 2012,

7} Should resistance to any of the constituent toxins of SmartStax be confirmed (from
target pest populations collected in 2012 or prior growing seasons} in accordance with
the existing definition of "confirmed resistance” for the appropriate toxin, EPA will
reassess and, if EPA concludes it is necessary, Monsanto will revise the refuge/seed
blend requirements for SmartStax. The registrants may independently submit updated
definitions of confirmed resistance for their respective SmarntStax active proteins for
EPA’s consideration in order to harmonize and/or keep definitions current with scientific
standards; any such submission must be found acceptable to BPPD by May 1, 2012,
EPA will incorporate all relevant scientific information (including the data required
above} in its reassessment of the refuge/seed blend requirements. The revised
refuge/seed blend requirements will be effective for the following growing season (after
resistance confirmation) in the geographic areas in which resistance was confirmed.
The geographic area of confirmed resistance could be less than a single county, a
single county, or muttiple counties, depending on EPA's analysis of the collected data.

8} For the SmartStax block refuge products, submit a revised Compliance Assurance plan
by February 28, 2012. ’

Sincerely,

Keith A. Matthews, Director

Biopesticides and Poliution

Prevention Division (751 tP)
Enclosure
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Dr. J. Austin Bums
Regulatory Affairs Manager
Monsanto Company

800 North Lindbergh Blvd.
St. Louis, MO 63137

Subject: MON 89034 x TC1507 x MON 88017 x DAS-59122-7 and MON 89034 x TC1507 x

MON 88017 x DAS-59122-7 RIB Complete™ June 10, 2011 and October 27, 2011
Applications to Amend the Expiration Date for Monsanto SmartStax Products
EPA Registration Nos. 524-581 and 524-595

Dear Dr. Burns:

The amendments referred to above, submitted in connection with registration under

Section 3(c)(7)(A) of the Federal Insecticide, Fungicide, and Rodenticide Act (FIFHA) as
amended, are acceptable subject to the following terms and conditions.

1)
2)

3)

The expiration date for these products is November 30, 2013.

The Agency recognizes that large corn rootworm populations, environmental conditions,
and protein expression levels can influence cormn root damage and may affect the
definition of suspected CRW resistance. The Agency plans to work with the registrants
to refine the definition of suspected resistance based on these factors. Until such time
that the Agency accepts a modified definition of suspected resistance to corn rootworm,
resistance will be suspected in cases where the average root damage in the SmartStax
field is > 0.5 on the nodal injury scale (NIS) and the frequency of SmartStax with > 0.5
nodes destroyed exceeds 50% of the sampled plants.

Within 90 days of this amendment, you must submit an enhanced rootworm resistance
monitoring plan for SmartStax that accounts for reports of suspected and/or confirmed
resistance. The rootworm resistance monitoring plan and the revised definitions for
suspected and confirmed resistance for SmartStax must be found acceptable to BPPD
by May 1, 2012 and utilized by Monsanto beginning in the 2012 season. This enhanced
monitoring program should:
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4)

UNITED STATES ENVIRONMENT&L PROTECTION AGENCY

o Be practical and adaptable and provide information on
relevant changes in corn rootworm population sensitivity to
SmartStax;

0 Be focused on areas where the potential for resistance is
greatest for SmartStax and for the corn rootworm active
single event components of SmaritStax (Cry3Bb1and
Cry34Ab1/Cry35ADb1), based on available information on
historical pest pressure, unexpected performance issues,
historical suspected and/or confirmed resistance incidents
as currently defined or as modified in EPA accepted enhanced
monitoring programs, prevailing agronomic practices (e.g.
crop rotation versus continuous corn), and academic and
extension publications on Bt corn field performance;

o Involve coordination to the extent possible with other
stakeholders, such as academic and extension experts in the
states where corn rootworm is a major pest, other
registrants of SmartStax, and other registrants of similar
products, as approptiate;

o Be responsive to incidents of suspected or confirmed
resistance to the registrant's other products containing the
same active ingredient(s), as well as to publicly available
reports of suspected or confirmed resistance to other Bt protein
toxins in SmartStax.

Within 90 days of this amendment, you must submit an enhanced remedial action plan
for SmartStax that includes actions to be taken in response to both suspected and
confirmed resistance. This remedial action plan must include a description of steps to
be taken in response to customer product performance inquiries and annual reporting to
the agency on the outcomes of investigations into any such inquiries that might indicate
potential resistance. The program must include revised definitions of unexpected
damage to SmartStax corn that could indicate potential suspected resistance. The
enhanced remedial action plan must be found acceptable to BPPD by May 1, 2012.

The Grower Guide or its supplements must include language directing the user to
contact a company representative if they observe unexpected insect feeding damage to
their SmartStax corn. As part of its follow up on reports of unexpected damage to
SmartStax corn, the registrant must determine the nodal injury scale (NIS) of affected
corn. If the NIS results fall within the definition of suspected resistance for SmartStax,
then until such time as the Agency accepts a modified remedial action plan, the
registrant must provide specific guidance to affected growers in managing corn
rootworms in the affected fields. This will include 1) providing specific grower guidance

to.control the ndr:!fswwma arestitpresemamn

SYMBOL

SURNAME

DATE

ccccc

LrTYS

...............................

...............................

OFFICIAL FILE COPY

£PA Formn 1320-1A (1/90) Printed on Recycled Paper U8, GPO. 2004R17 21 IORPE



6)

7)
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taying eggs during the season that unexpected damage meets the suspected resistance
definition; and 2) where the grower continues to be an existing customer of the
registrant or seed company ficensee into the following season, providing specific grower
guidance and assistance to use an additional or alternative pest control method during
the season foltowing the initial finding that unexpected damage meets the suspected
resistance definition.

Monsanto will submit additional modeling, scientific literature, and other scientific
information addressing the impact of pyramid PP use in areas of confirmed resistance
to one of the rootworm-active components of the pyramid by August 30, 2012.

Should resistance to any of the constituent toxins of SmartStax be confirmed (from
target pest poputations collected in 2012 or prior growing seasons) in accordance with
the existing definition of "confirmed resistance" for the appropriate toxin, EPA will
reassess and, if EPA concludes it is necessary, Monsanto will revise the refuge/seed
blend requirements for SmartStax. The registrants may independently submit updated
definitions of confirmed resistance for their respective SmartStax active proteins for
EPA’s consideration in order to harmonize and/or keep definitions current with scientific
standards; any such submission must be found acceptable to BPPD by May 1, 2012.
EPA will incorporate alf relevant scientific information (including the data required
above) in its reassessment of the refuge/seed blend requirements. The revised
refuge/seed blend requirements will be effective for the following growing season (after
resistance confirmation) in the geographic areas in which resistance was confirmed.
The geographic area of confirmed resistance could be less than a single county, a
single county, or multiple counties, depending on EPA's analysis of the collected data.

For the SmartStax block refuge products, submit a revised Compliance Assurance plan
by February 28, 2012,

Sincerely,

e

 Keilht A. Matthews, Director
Biopesticides and Pollution
Prevention Division (7511P)

Enclosure
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

WASHINGTON, D.C. 20460 ,
0CT:%7 20

OFFICE OF CHEMICAL SAFETY
ANO POLLUTION PREVENTION

Dr. J. Austin Burns
Regulatory Affairs Manager
Monsanto Company

800 North Lindbergh Bivd.
St. Louis, MO 63137

Subject: MON 839034 x TC1507 x MON 88017 x DAS-59122-7 RIB Complete™
June 10, 2011 Application to Amend the Expiration Date
EPA Registration No. 524-595

Dear Dr. Burns:

The amendment referred to above, submitted in connection with registration under
Section 3(c)(7)(A) of the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), as
amended, is acceptable provided that the revised expiration date for this product is November
30, 2011. Per our discussions with Monsanto, the Agency intends to determine a longer term
expiration date for this product, along with other SmartStax related products, during the month
of November. In order to facilitate this process, please submit a corresponding amendment
application,

Sincerely,

eryl K¥Reilly, Ph.D.
Chief, Microbial Pesticides Branch
Biopesticides and Pollution
Prevention Division (7511P)



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

Sl WASHINGTON, D.C. 20460
@ 0CT 27 201
w/ AND POLLUTION PAEVENTION

Dr. J. Austin Bums
Regulatory Affairs Manager
Monsanto Company

800 North Lindbergh Blvd.
St. Louis, MO 63137

Subject: MON 88034 x TC1507 x MON 88017 x DAS-59122-7 RIB Complete™
June 10, 2011 Application to Amend the Expiration Date
EPA Registration No. 524-595

Dear Dr. Burns:

The amendment referred to above, submitted in connection with registration under
Section 3(c)(7)(A) of the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), as
amended, is acceptable provided that the revised expiration date for this product is November
30, 2011. Per our discussions with Monsanto, the Agency intends to determine a longer term
expiration date for this product, along with other SmartStax related products, during the month
of November. In order to facilitate this process, please submit a corresponding amendment
application. : '

Sincerely,

S;eryl K. me, PhM

Chief, Microbial Pesticides Branch
Biopesticides and Pollution
Prevention Division (7511P)
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imazine
J Austin Burns '
Regldafory Affafrs Manager FIONSANTO COMPAHY
(3J4) 694-6514 Boo M. LiNOBERGH BLVD.

37 Lous, MiSsSOURI 63167
hitp:/ /www.monsanto.com

October 27,2011

Document Processing Desk (PETN)

Office of Pesticide Programs

Biopesticides and Pollution Prevention Division (751 1P)
U.S. Environmental Protection Agency

Room §-4900, One Potomac Yard

2777 South Crystal Drive

Arlington, VA 22202-4501

Attn: Dr. Sheryl Reilly, Team Leader 92

Subject: Application to extend the registration of MON 89034 x TCI1507 = MON 88017 x
DAS-59122-7 RIB Complete™; EPA Registration Number 524-595; non-PRIA

Dear Dr. Reilly:

" Please find an application for the registration extension of the plant-incorporated protectant
MON 89034 x TCI507 x MON 88017 = DAS-59122-7 RIB Complete Insect Protected,
Herbicide-Tolerant Corn (EPA Reg. No. 524-595) enclosed.

MON 89034 = TCI1507 x MON 88017 = DAS-59122-7 RIB Complete™ was conditionally
registered on April 8, 2011. The initial time-limited registration expired on October 31, 2011,
which was subsequently extended to November 30, 2011 (EPA letter, October 27, 2011).

During the initial registration period, Monsanto, in conjunction with Dow AgroSciences (EPA
Reg. No. 68467-16), provided further information supporting this product in accordance with the
terms and conditions of registration, including an updated draft label. This current application
request is to extend EPA Reg. No. 524-595 for a period of two years beyond the current
November, 30, 2011 expiration date based on the EPA’s registration decision in the BRAD for
this product (EPA Docket ID EPA-HQ-OPP-2011-0362-00062, April 8, 2011; p27). A
subsequent registration extension will be requested at that time, based on the revised registration
duration scheme for PIP products representing reduced risk for developing insect resistence
(Optlmum AcreMax™ B.t. Corn Seed Blends BRAD; August 4, 2010; pl9). ’

P o do

Monsanto Company 11-CR-192E-2R Page 10f3)" """



Pursuant to this request, attached is a letter from Dow AgroSciences authorizing data citation
related to Events TC1507 and DAS-59122-7.

The documents accompanying this submission are listed in the table below. The table includes
the classification categories “"A”, “B”, and “C” for each document, as defined by the Agency:

= Category “A”: Materials that can be released to anyone, regardless of affiliation to a
foreign or multi-national pesticide producer.

» Category “B”: Information can be released only to individuals that attest they are not
employees or agents of a foreign or multi-national pesticide producer, as per FIFRA
Section 10(g).

* Category “C”: Confidential Business Information that is protected from any disclosure
indefinitely by provisions put forth by the EPA, as per FIFRA Section [0.

An emaii containing the fully releasable ("A") documents, with the exception of the data citation
authorization letter, is being provided separately.

It is Monsanto’s understanding that this request is a non-PRIA action.

s Fee category: Non-PRIA Amendment
* Fee category amount: $0

Should you require any additional information regarding this application please feel free to
contact Daniel Jenkins at 202-383-2851, or myself at 314-694-6514.

Sincerely,

H

dAustin Burns, Ph.D.

Regulatory Affairs Manager
Monsanto Company

cc: Mike Mendelson, EPA/OPP/BPPD
Dan Jenkins, Monsanto

Monsanto Company 11-CR-192E-2R Pape 2613 2o
12



Documents accompanying this application

| pdf file for
Volume | Category | Document Hard copy | E-docket
N/A A Cover letter v v
N/A A Dow AgroSciences data citation letter v
N/A A Transmittal document v v

CBI-Deleted version:

Administrative Matenals for the
Application to Amend the Registration
of the Plant-Incorporated Protectant,
Bacillus thuringiensis CrylA.105,
Cry2Ab2, CrylF, Cry3Bbl, Cry34Abl,
and Cry35Ab1 Proteins and the Genetic Y
Materials (Vectors PV-ZMIR245,
PHP8999, PV-ZMIR39, and PHP17662)
Necessary for their Production in

MON 89034 x TC1507 x MON 88017
x DAS-59122-7, With an Interspersed
In-Field Refuge Configuration Using a
Seed Mixture

Administrative Materials for the
Application to Amend the Registration
of the Plant-Incorporated Protectant,
Bacillus thuringiensis Cry1A.105,
Cry2Ab2, CrylF, Cry3Bbl, Cry34Abl,
and Cry35Abl Proteins and the Genetic
! B Materials (Vectors PV-ZMIR245, v
PHP8999, PV-ZMIR39, and PHP17662)
Necessary for their Production in

MON 89034 x TC1507 x MON 88017
x DAS-59122-7, With an Interspersed
In-Field Refuge Configuration Using a
Seed Mixture

I C Confidential Statement of Formula v

Monsanto Company 11-CR-192E-2R Page3of3,, .} s



Dow AgroSciences, LLC
9330 Zionsville Road
Indianapolis, IN 46268-1034

Dow AgroSciences
May 27,2011

Document Processing Desk

Office of Pesticide Programs {7504P)
U.S. Environmental Protection Agency
Room 5-4900, One Potomac Yard
2777 South Crystal Drive

Arlington, VA 22202-4501

Attn: Dr, Keith Matthews, Esq., Director Bicpesticide and Pollution Prevention Division
LETTER AUTHORIZING DATA CITATION

We hereby confirm that Agrigenetics, Inc. d/b/a Mycogen Seeds ¢/o Dow AgroSciences LLC, on behalf of itself and
its affiliates, (collectively, “Dow AgroSciences™) authorizes Monsanto Company {Monsanto) to cite, and the U.S.
Environmental Protection Agency {EPA} to refer to, data previously submitted by Dow AgroSciences in connection
with any of the following products:

* Insect-protected, glifosinate-tolerant maize comaining the CrylF and PAT proteins, Event TC1507
(DAS-01507-1);

= Insect-protected, glufosinate-tolerant maize containing the Cry34/354b1 and PAT proteins, Event DAS-
59122-7 (DAS-58122-7) ' ' ' '

and afl refevant data that Dow AgroSciences has provided EPA to support the Section 3 registration extension for
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 Insect-Protected, Herbicide-Tolerant Corn (Refuge
Advanced™ Powered by SmartStax® / Genuity® SmartStax® RIB Complete™), EPA Registration Nos. 68467-16
and 524-595.

This authorization shall not be construed as authorization to use or consider said data, directly or indirectly, in
support of any application submitted by any other applicant, for an application by Monsanto for activities other than
the registration request as described herein, or for any other regulatory entity to refer to or rely on this data. Dow
AgroSciences does not grant permission for citation or reference of this data for any use not specifically stated
herein, does not grant permission for citation or reference of data (including fuhure data) not specified herein, and
nothing in this agreement grants permission for the U.S. EPA to provide copies of any data to any party.

If you require further information, please contact the undersigned at 317-337-3692. J 5

Best Regards, rras
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Gregory L. Orr, Ph.D.
Global Regulatory Leader — Cormn Traits P _
Dow AgroSciences LLC .

SmartSt® multi-event technology developed by Dow AgroSciences and Monsonto.
SmartStax is 0 registered trademork of Monsante Technology LLC,
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TRANSMITTAL DOCUMENT

SUBMITTED BY

Monsanto Company
800 N. Lindbergh Blvd.
St. Louis, MO 63167

REGULATORY ACTION IN SUPPORT OF WHICH
THIS DOCUMENT IS SUBMITTED

Administrative Materials for the Application to Amend the Registration of the Plant-
Incorporated Protectant, Bacillus thuringlensis Cryl A.105, Cry2Ab2, CrylF, Cry3Bbl,
Cry34Abl, and Cry35Ab1 Proteins and the Genetic Materials {Vectors PV-ZMIR245,
PHP8999, PV-ZMIR39, and PHP17662) Necessary for their Production in
MON 89034 x TC1507 x MON 88017 x DAS-59122-7,
With an Interspersed In-Field Refuge Configuration Using a Seed Mixture

EPA Registration Number: 524-595

TRANSMITTAL DATE
October 27, 2011
MONSANTO REFERENCE No. Do ;
11-CR-192E-2R SR
11-CR-192E-2R Page10f2

Monsanto Company
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LIST OF SUBMITTED DOCUMENTS

Administrative Materials

Volume I. Administrative Materials for the Application to Amend the Registration of the
Plant-Incorporated Protectant, Bacillus thuringiensis CrylA.105, Cry2AbZ,
CrylF, Cry3Bbl, Cry34Abl, and Cry35Ab1 Proteins and the Genetic
Materials (Vectors PV-ZMIR245, PHP8999, PV-ZMIR39, and PHP17662)
Necessary for their Production in MON 89034 x TC1507 x MON 88017 x
DAS-59122-7, With an Interspersed In-Field Refuge Configuratton Using a
Seed Mixture

MRID Number

Company Official: J WW [O-Z ‘?~%<"!

J. Aygtin Bums, Ph.D. Date
latory Affairs Manager
(314) 694-6514

Company Name:  Monsanto Cdmpany
Company Contact: Daniel Jenkins, 1.D., M.S,

U.S. Agency Regulatory Affairs Manager
(202) 383-2851

g ]

Monsanto Company 11-CR-192E-2R Page 5 Ofé PR
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MONSANTO %;

VOLUME 1
Administrative Materials for the Application to Amend the Plant-Incorporated Protectant,
Bacillus thuringiensis Cryl A.105, Cry2Ab2, CrylF, Cry3Bbl, Cry34Abl, and
Cry35Ab1 Proteins and the Genetic Materials (Vectors PV-ZMIR245, PHP8999, PV-
ZMIR39, and PHP17662) Necessary for their Production in
MON 89034 x TC1507 x MON 88017 x DAS-59122-7,
With an Interspersed In-Field Refuge Configuration Using a Seed Mixture

EPA Reg. Number: 524-595

AUTHORS

Bradley A. Comstock
J. Austin Burns, Ph.D.

SUBMISSION DATE

October 27, 2011

SUBMITTING REGISTRANT
Monsanto Company

800 N. Lindbergh Bivd. o
St. Louis, MO 63167 v

MONSANTO REFERENCE No. 2 T

[1-CR-192E-2R

T osoE
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The text below applies only to use of the data by the United States Environmental
Protection Agency (U.S. EPA) in connection with the provisions of the Federal
Insecticide, Fungicide, and Rodenticide Act (FIFRA).

STATEMENT OF DATA CONFIDENTIALITY CLAIM

No claim of data confidentiality is being made for information contained in this
document on the basis of its falling within the scope of FIFRA §10(d)(1)(A), (B), or (C).
However, a supplemental data confidentiality claim is being made for some information
claimed herein, The applicable information has been removed to a confidential
attachment.

“We submit this material to the United States Environmental Protection Agency
specifically under requirements set forth in FIFRA as amended, and consent to use and
disclosure of this material by the EPA strictly in accordance with FIFRA. By submitting
this material to EPA in accordance with the method and format requirements contained in
PR Notice 86-5, we reserve and do not waive any rights involving this material that are or
can be claimed by the company notwithstanding this submission to the EPA.”

COMPANY: Monsanto Company

COMPANY AGENT: r\% sl
J. Augfin Burns, Ph.D.
Regulatory Affairs Manager

DATE: October 27, 2011

Monsanto Company 11-CR-192E-2R Page 2 of 110



GLP COMPLIANCE STATEMENT

The materials in this volume do not meet the requirements of the Good Laboratory
Practice Standards, 40 CFR Part 160. This volume provides the administrative materials
for the Application to amend the registration of MON 89034 x TC1507 x MON 88017 x
DAS-59122-7 Insect Protected, Herbicide-Tolerant Corn with an interspersed in-field
refuge configuration using a seed mixture, and therefore were not developed in

compliance with 40 CFR Part 160.

) cons—

- (O-A)-2a¢/
" Submitter Date
J. Austin Burns, Ph.D.
Regulatory Affairs Manager
Lleiles O-27 17
' /V/Sponsor Date

Jeffrey T. Bookout, M.S., M.B.A.
Corn Regulatory Affairs Lead

10 )27 /il

= Study.Director
William R. Reeves, Ph.D.
Regulatory Affairs Manager
Monsanto Company 11-CR-192E-2R

{ [
© Date
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FPteage read inslrucfions on reverse before complefing form. Form Approved, OMB No. 2070-0060. Approval Expires 2-28-85

- H QFF Identifier
o . United Slates D Registration Number
' WE PA Environmental Protection Agency Amendment
Washington, DC 20460
ashington EI Other
Application for Pesticide — Section |
1. CompanyfProduct Number 2. EPA Product Manager 3. Proposed Classification
File Symbol 524-595 Dr. Sheryi Reilly
Company/Product (Name} PM# x None D Restricted
MON 89034 x TCLSG7 x MON 88017 x DAS-59122-7 92

5. Name and Address of Applicant {include ZIF Code} 6. Expedited Review. tn accordance with FIFRA Section 3{¢)(3)(BY(), my
Monsanto Company product is similar or identical in composition and tabeling to:
800 North Lindbergh Bivd. EPA Reg. No.
St. Louis, MO 63167

Product Name
‘:I Check if this is a new address

Section ~ 1l

: Final printed labels in response to
t— ;
@ Amendment — Explain below AgeTCEIelEr e
D Resubmissionin response to Agency telter dated “Me Too” Application.
D Naotification — Explain below. [:! QOther —~ Explain betow.

Explanation: Use additional page(s) if necessary. (For Section | and Section I1.)
Application to Amend the Registration of the Planl-Tncorporated Protectant, Baciflits thiringiensis Cryl A105, Cry2Ab2, CrylF, Cry3Bbi, Cry34Abl
and Cry35Ab1 Proteins and the Genetic Materjals (Vectors PV-ZMIR245, PHP8999, PV-ZMIR3Y, and PHP t 7662 ) Necessary for their Production in

MON 89034 x TC1507 x MON 8807 x DAS-59122-7, with an interspersed in-field refuge configuration using a seed mixture, to extend registration
524-595

Section - I

11. Materiat This Product Witl Be Packaged tn,

Child-Resistant Packaging Unit Packaging ; Water Soluble Packaging 2. Type of Container
D Yes® Yes Yes [::l Ngle!
Plastic
m mp m | Y
* Certification must I “Yes” No. per H*"Yes" No. per [7] Paper
be submitted Unit Packaging wgt.  Container Package wgt. Container D 6
ther
(Specify)
3. Location of Net Contents Information 4. Size(s) Retail Container 5. Location of Label Birections
[ Label [ container i [ onLave
Various I—' On Labeling accompanying product
6. Manner in Which Label is Affixed to Product [::l Lithograph D Other

D Paper glued
[:l Stenciled

Section - IV
1. Contact Point (Complefe flems direcily below for ideniification of individual to be conlacled, if necessary, fo process [his appifeationsjs » 5= 5

Name Title Txﬂ.l.c_'phonér No. (ipclude Area
Daniel J. Jenkins, J.ID., M.S. U.S. Agency Regulatory Affairs _ ’?gde)@(}j’?.) "‘3;833- 555
Manager b )
Certification ’ : 2 | 6. Date Application
{ certify that the stalements [ have made on this form and aff affachmenls therelo are frue, aceurale and compiele: + + » - : o} ’éeceive 4
{ acknowledge thal any knowingly false or misfeading sfafemeni may be punishable by fine or Imprisonmeni{ or . )
h unth f faw. = L
boih under applicable faw. g . [{stamped)
2. Signature 3. Title b
W Regulatory Affairs Manager -*° - .
r et ERNE R
4. Typel Name 5. Date !
J. Austin Burns, Ph.D. Tel. (314) 694-6514 QOctober 27, 2011 T s
EPA Form 8570-t (Rev. 3-84) Previous edifions are obsolete. While - EPA Fite Gopy (original) Yettow Applicant Copy
Monsanto Company 11-CR-192E-2R Page 50f 110
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%E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, 5. W.
WASHINGTON, D.C. 20460

“ Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 1.25 hours
per response for registration and 0.25 hours per response for reregistration and special review activities, including time for reading the
instructions and completing the necessary forms. Send comments regarding burden estimate or any other aspect of this collection of
information, including suggestions for reducing the burden to Director, OPPE Information Management Division (2137), U.S,
Environmental Protection Agency, 401 M Street, S.W., Washington DC, 20460. Do not send the completed form to this address.

Certification with Respect to Citation of Data

Applicant's/Registrant's Name, Address, and Telephone Number: EfA Registration Number / File Symbal:
Monsante Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 524.505
(314) 694-6514

Active Ingredient(s) andfor representative test compound(s}: Baciffus rhuringlensis Cry tA. 105, Date:

Cry2Ap2, Cry tF, Cry3Bbt, Cry34Ab1 and Cry35Ab 1 Proteins and the Genelic Malenals (Veclors PV-
ZMIR245, PHP999, PV-ZMIR 39, and PHF 17662) Necessary for their Production in MON 89034 x TCt507 | October 27, 2011
* MON 88017 x DAS-55122-7

General Use Patternis) (list all thase claimed for this product using 40 CFR Part 158: Product Name:

Terrestrial field crop MON 89034 x TC1507 x MON 88017 x
DAS-59122-7 RIB Complete

NOTE: K your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not
need to submit this form. You must submit the Formulator's Exemption Statement (EPA Form 8570-27).

D | am responding to a Data-Call-in Natice, and have included with this form a list of companies sent offers of compensation (the Data Matrix form
shauld be used for this purpase).

Section I: METHOD OF DATA SUPPORT (Check one method only)

| am using the cite-all method of support, and have included with | am using the selective methad of support (or cite-all option under
D this form a list of companies sent offers of compensation (the the selective methad), and have included with this farm a
Data Matrix Form should be used for this purpose). N completed list of data requirements (the Data Malrix form must be
Lsed).

Section ll:. GENERAL OFFER TO PAY

D fRequired if using the cite-all method or when using the cite-all option under the selective methad to salisfy ane or more data requirements)
| hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent required by FIFRA.

Section lll: CERTIFICATION

| ceriify lhat this application for registration, this form for reregistration, or this Data-Call-In respanse is supported by all data submitted or cited in
the application for registralion, the form for registration, or the Dala-Call-In response. In addition, if the cite-all aption or cite-all option under the selective
method is indicated in Section 1, this application is supported by all data in the Agency's files that ( {) concem the properties or effects of this product or
an jdentical or substantially similar producl, one or more of the ingredients in this product; and (2) is a type of data that would be required to be submitted
under the data requirements in effect on lhe date of approval of this application i the application sought the initial registration of a product of jdentical or
similar compasition and uses.

| certify that for each exclusive use study cited in support of this registration or reregistration, that | am the original data submitter or that | have oblained
the wrilten permission of the original dala submilter to cite that study,

| certify that for each study cited in support of this registraion or reregistration that is not an exclusive use study, either: (a) | am the original data
submitter; (b) | have obtained the permission of the original data submitter to use the study in support of this application; (¢) all pericds of eligibility for
compensation have expired for the sludy; (d) the study is in the public literature; (e) | have notified in wriling the company that submitted the study and
have offered (i) to pay compensation to the extent required by sections 3(c)(1)(F} andfor 3(c)2)(B) of FIFRA; and (i} to commence negotiaions o
determine the amount and lerms of campensation, if any, to be paid for the use of the study.

| cerlify that in all instances where an offer of compensation is required, copies of alt offers to pay compensation and evidence of their delivery in
accordance wilh sections 3(c}{14F) and/or 3(c)(2)(B) of FIFRA are available and will be submitted ta the Agency upon request. Shauld | fail to produce
suich evidence ta the Agency upen request, | understand that the Agency may initiate action to deny, cancel or suspend the registragdr? GFniy product in
conformity with FIFRA.

Fra i
| certify that the statements | have made on this form and all attachments to it are true, accurate, and complete. | acknowieggg t}mt any
knowingly false of misleading statement may be punishable by fine or imprisonment of both under the applicaiila la.

x EO
3 i

7

Signature Date Typed or Prianer Nafeand T’ %
k3 3

s W Qctober 27,2011 1. Austin Bums, D ); ] ; p

Regulatory Affans Manager ©
EPA Form 8570-34 {9-97) Electronic and Paper Versions available. Submit only Paper version. £ oo

Monsanto Company 11-CR-192E-2R Page 170f 110
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Form Appreved OMB No. 2070-0060
{-‘,E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washingt_on, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this colieclion ol information is eslimated 1o average 0.25 hours per response for registralion activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instruclions and compleling the necessary forms. Send comments regarding the burden estimate or any
olher aspecl of this colleclion of informatien, including suggestions for reducing Lhe burden 1o: Direclor, OPPE Informalion Managemen! Division (2137}, U.S. Environmental Proteclion Agency.
401 M Street, S.W., Washington, DC 20460. Do not send lhe form to this address.

DATA MATRIX

Date: Qctober 27, 2011 EPA Reg. No./File Symbal: 524-595 T Page ! of 66
Applicant's/Regisirant's Name & Address: Product: MON 89034 = TC(507 x
Mensanto Company, 806 N. Lindbergh Blvd, St. L ouis, MO 63167 MON 88017 x DAS-59122-7 RIB Complele’™

Ingredient  Bactllus thuringiensis CrylA 105, Cry2Ab2, Cry(F, Cry3Bb !, Cry34/35Ab ( Protcins and the Genetic Materials {Yectors PV-ZMIR245, PHP999, PV-ZMIR3S, and PHP17662 ) Necessary for
their Production in MON 85034 x TC1507 x MON 88017 x DAS-59122-7 (QECD Unigue Wdentifier: MON-893134-3 x DAS-@15@7-1 x MON-88017-3 x DAS-5122-7)

Guideline Reference Number Guideline Study Name MRID Number Submiller Slatus Nole

Administrative Materials for the Application to Amend
the Plant-Incorporated Protectant, Bactius tuingiensis
CrylA.105, Cry2Ab2, Cry ¥, Cry3Bb!, Cry34AbL, and
Cry35Ab ! Proteins and the Genetic Materials (Voctors
PV-ZMI2245, PHPR999, PV-ZMIR39, and PHP (7662}
Necessary for lheir Production in MON 89034 x TC1507
x MON 88017 = DAS-59122-7, With an Interspersed In- Administrative
Field Refuge Configyration Using a Seed Mixture Monsanto Company OWN This Submission

Adintnistrative Materials for Dow AgroSciences’” and
Monsanto’s Response to Uncertainties Raised by the

SmariStax® RIB Scientific Advisory Panel, Dicc 8-9, Administrative
NA 2010, 48423400 Monsanto Comtpany OWN Supperting Data

Dow  AgroSciences” and Monsante’s Respanse to

Uncertainties Raised by the SmartStax® RIB Scicntific Supperting Data
NA Advisory Panel, Dec 8-9, 2010, 484234-01 Monsanto Company OWN

Monsanto Protocol/Refuge Assurance Program, including
Licensee Seed Conditionet’s Qualification for Secd Mix

NA Refuge Products (R1B) 48394001 Muonsanto Company OWN Supporting Data
w8 o I Information Regarding the Manufacturing Process for a
e 3% Seed Mix Refuge for MON 89034 x TCL507 < MON

~ E o " 38017 x DAS-59122.7 (Genuity® SmanStax®, EPA File
DN s o Y Symboel 524-LOL) WN/A Monsanto Contpany OWN Supporling Data

‘ Name and Title Date
Stgnature _ SIGNAT RE RAGQJ‘OR 66 PAGES W 7. Austin Burns, Ph.D. October 27, 2011
= : ¥ v v Regulatory Affairs Manager
EPA “orm 65?&35 (9-97\ Electron i u,nd F!ager versions avétlabﬁa Submit only Paper version. Agency Internal Use Copy
Monsante Company 11-CR-192E-2R Page 18 of 10
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-~ Form Approved OMB No. 2070-0060
wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours pe: response for registration activiies and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and compleling the necessary forms. Send comments regarding the burden eslimale of any
other aspect of this collection of information, including suggestions for reducing the burden to: Ditector, OPPE {nformation Management Division (2137), U.S. Environmental Protection Agency,
401 M Streel, S.W., Washington, DC 20460. Do not send the form lo this address.

DATA MATRIX
Date: October 27, 2011 EPA Reg. No./File Symbol: 524-595 | Page 20of 66
Applicant's/Registrant's Name & Address: Product: MON 89034 = TC1507 =
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 MON 88017 x DAS-59122-7 RIB Complete™

Ingredient  Bacilins thuringiensis Cryl A. 105, Cry2Ab2, Cry1F, Cry3Bbl. Cry34/35Ab1 Proteins and the Genetic Matcrials {Vectors PV-ZMIR245, PHP3999, PV-ZMIR39, and
PHP17662) Necessary for their Production in MON 89034 x TC1507 x MON 88017 x DAS-59122-7 (OECD Unique ldentificr; MON-89@34-3 x DAS-@15@7-1 x MON-38G17-3 =
DAS-59122-7)

Guideline Reference Number Guideline Study Name MRID Number Submilter Status Note

Administrative Materials for the Application o
Register the Plant-Incorporated Protectaut, Bacitius
thuringiensis Cryl A.105, Cry2Ab2, CrylF,
Cry3Bbt, Cry34Abl, and Cry35Abl Proteins and
the Genetic Materials (Vectors PV-ZMIR245,
PHP8999, PV-ZMIR39, and PHP 17662) Necessary
for their Production in MON 89034 = TC1507 =
MON 88017 x DAS-59122-7, With an Interspersed
In-Field Refuge Conliguration Using a Seed

NA Mixturc 47943700 Monsanto Company OWN Administralive

Five Percent Sced Mix Refuge as an Inscct
Resistance Management Option for MON 89034 =
NA TCi507 x MON 88017 = DAS-59122-7 47943701 Monsanto Company OWN Supporting Data

The Benefits of a 5% Interspersed In-ficld Refage

NA Option for SmartStax™ Corn 47943702 Monsanto Company OWN Bencfits
Signature Name and Title Date
See Page 1 for Signature I. Austin Burns, Ph.D, October 27, 2011
. _ Regulatory Affairs Manager
EPA Form 8570-35 (2-97) Electronic and Paper versions available. Submit only Paper version, Agency internal Use Copy
Monsanto Company 11-CR-192E-2R Page 190f 110
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s Form Approved OMB No. 2070-0060
wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reductlon Act Notlce: The public reparting burden for this collection of information is eslimated to average 0,25 hours per response for regislration activities and 0.25 hours per
response for reregistration and spectal review activilies, including time for reading lhe Instructions and compleling the necessary forms, Send commenils regarding the burden estimale or any
other aspecl of this colleclion of infermalion, including suggestions for reducing the burden 1o: Director, OPPE Informalion Management Division (2137}, U.S. Environmental Proleclion Agency,
401 M Sireel, S.W., Washington, DC 20460. Do nol send the form lo this address,

DATA MATRIX

Date: Oetaber 27, 201 EPA Reg. No /File Symbol: 524-581 [ Page 30f66
Applicant's/Registrant’s Naine & Address: Product.  MON 89034 x TC1507 x MON 88017 x
Monsante Company, 800 N. Lndbergh Blvd., St. Louts, MO 63167 DAS-59(22-7

Ingredient  Bacillws thuringiensis Cryl A.105, Cry2Ab2, Cry1F, Cry3Bbl, Cry34Abl, and Cry35Abl Proteins and the Genetic Malerials (Vectors PV-ZMIR245, PHPR999, PV-ZMIR3Y,
and PHP 1'7662) Necessary for their Produnetion i MON 89034 x TC1507 x MON 88017 x DAS-59122-7 (OECD Unique Ideniifier: MON-39@34.3 = DAS-01507-1 x MON-8RE)| 7-3=
DAS-59122-7)

Gutdeline Reference Number Guideline Study Name . MRID Number Submitter Status Note
Goodwin, B.K,, Marra, M.C,, and N.E_ Piggott 2009
Farm-Level Benefits of a Refuge Reduction for Supporting
StmartStax ™. A report from Agri-Analytics, Ine. N/A Monsanto Company OWN {nfornation
Burms, J.A. 2009. The Benefits of Refuge Reduetion to ’ Supporting
5%% for SmartSlax Corn i 47943702 Monsanio Conpany OWN Information
Burns, LA 2009, Response to U.S. EPA BPPD Letter,
Dated March 19, 2009 Regarding Applications lo Register
MON 89034 xTC1507 * MON 88017 * DAS-591227 Supporting
EPA File Symbols, 524-LIR [MONY, D-395123 {DAS). N/A Monsanto Company OWN {nformation
Bogdanova, N, J A, Bums, G, Llead, ct. al. 2009
Condition of Registeation for MON 89034 = TC|507 = -
MON 88017 = DAS-59122-7 Insect-protecled and Terms and
Herbicide Tolerant Comt: Conipliance Assurance Plan 47383601 Monsanto Company OWN Conditions
Bogdaneva, N., J. Carden, J. Lambert, et. al 2009,
Educational Malerials and Information of IRM
Requirentents Provided by Monsanto Cotmpany to
Growers of MON 89034 = TC1507 =« MON 88017
DAS-59122-7 Insccl-prolected and Herbicide Tolerant Ters and
Com 47883602 Monsanto Company DWN Conditions
Signature _ Name and Title Date
See Page 1 for Signature J. Austin Bums, Ph.D. October 27, 2011
L. Regulalory AfTairs Manager
EPA Form 8570-35 (9-97) Eleclrenic and Paper versions available. Submit enly Paper version, Agency Internal Use Copy
Monsante Company 11-CR-192E-2R Page 20 of 110
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™~ Form Approved OMB Neo. 2070-0060
wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Streef, S.W.
Washﬂgton, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this colleclion of informalion is estimaled 1o average 0.25 hours per response for regisiralion aclivilies and 0.25 hours per
respanse for reregislralion and special review aclivilies, including lime for reading the inslructions and compleling the necessary forms. Send comments regarding ihe burden eslimale or any
olher aspecl of this colleclion of informatien, including suggeslions for reducing the burden lo; Direcler, OPPE Infermalion Managemenl Division {2137), 1.8, Environmenial Proleclion Agency,
401 M Slreel. SW., Washinglon, DC 20460, 0o nol send lhe form 1o lhis address.

DATA MATRIX

Date: October 27, 2011 EPA Reg. MNo./File Symbol: 524-581 g Pape 4 of 66
Applicant's/Registrant's Name & Address: Produet. MON 89034 x TC1507 x MON 88017 x
Monsanto Company, 800 N, Lindbergh Bivd., St. Louts, MO 63167 DAS-59122-7

Ingredient  Bacilfus thuringiensis CrylA.105, Cry2Ab2, CrylF, Cry3Bbl, Cry34AbI, and Cry35Ab] Proteins and the Genetic Materials (Veclors PV-ZMIR245, PHP8999, PV-ZMIR39,
and PIIP17662) Necassary for their Production in MON 89034 x TC1507 x MON 88017 = DAS-39122.7 {OECD Unique Identilier: MON-89@34.3 x DAS-#1537-1 * MON-88@17-3%
DAS-59122-7)

Guideline Reference Numbet Guideline Study Name MRID Number Subnmitter Status Note

Head, G., W. Moar, and N. Siozer. 2009. insect
Resistance Monitoring and & Remedial Actton Plan for

MON 85034 x TC1507 x MDN 88017 x DAS-59122-7 Terras and
Insect-protected and Herbicide Tolerant Cozn 47883603 Monsanto Company OWN Condilions

Keller, P. 201 1. Annual Sales RBcport for MON 810,
MON 863, MON 863 = MON &10, MON 88017,
MON 83017 = MON 810, MON 89034, MON 88017 =
MON 89034, and MON 88017 x MON 89034 = TC1507 Terms and
x DAS-59122-7 48367801 Monsapto Cnmpany OWN Conditions

Submission of Peslicide Use Data tn Support of the
Registrations of MON 810, MON 863, MON 363 =
MON 810, MON 88017, MON 88017 » MON 810,
MON 29034 (x NK603), MON 85034 = MON 88017, Tenns and
MON 85034 x TC1507 x MON 83017 x DAS.59122-7 48367800 Monsanto Company OWN Conditions

Zahora, A. and P. Keller. 2011. 2010 Insect Resistanee
Management Compliance Assurance Program Reporl for
MDN 80034 x TC1507 x MON 88017 » DAS-59122-7

Insect-proteeled and {1erbicide Toleran! Com 48367901 Monsanto Company OWN IRM

Submssion of Effieacy Data in Support of the

Registration of MDN 89034 = TC1507 = MON 88017 = Product

DAS-58122-7 48365700 Monsanto Company OWN Charaeterization
Signature Name and Title Date

See I'age 1 for Stgnature 3. Austin Bums, Ph.D. Qctoher 27, 2011
Regulalory Affairs Managcr

EPA Form 8570-35 {9-97) Elecironic and Paper versions available. Submil enly Paper version, Agency Internal Use Copy
Monsanto Company ' 11-CR-192E-2R Page 21 of 110
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~ Form Approved OME No, 207(-0060
wE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for 1his collection of information is estimaled o average 0.25 hours per response for regislration activities and 0.25 hours per
response for reregistralion and special review activilies, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
olher aspect of this colleclion of infermation, including suggestions for reducing the burden lo: Director, OPPE [nformation Management Oivision (2137, U.5, Environmental Protection Agency.
401t M Streel, S.W., Washington, DC 20480, Do not send the form 1o this address.

DATA MATRIX

Date: Oclober 27,2011 EPA Reg. No.File Symbol: 524-581 Page 5 of 66
Applicant's/Registrant's Name & Address: Product: MON 89034 = TC1507 x MON 88017 =
Monsanto Company, 800 N. Lindbergh Blvd., St. Lounts, MO 63167 DAS-59122-7

tngredient  Bacilfus thuringiensis Cry1A.105, Cry2Ab2, Cry1F, Cry3Bbl, Cry34Abl1, and Cry35Ab1 Proteins and lhe Genetic Malerials (Veclors PY-ZMIR245, PIIP8999, PV-ZMIR 39,
and PHF17662) Necessary for their Production in MON 89034 x TC1507 = MON 88017 x DAS-59122-7 (OECD Unique ldeniifier: MON-89¢334-3 » DAS-B(5@7-1 » MON-880117-3~
DAS-59122-7)

Guideline Reference Number Guideline Study Name MRID Number Submifter Stalus Note

Head, G., M. Carroll, L. Stork, et. al. 2011. Com
Rootworm Adull Emergence from MON 89034
TC1507 » MON 88017 = DAS-59122-7, MDN 88017, .
DAS-59122-7, and Non-8( Corn with Yarious Egg
Densitics in 201 0 1.8 Field Trials 48369701 Monsanio Cormpany OWN IRM

Adminisirative Malerials tor the Applicalion to Register
the Plant-Incorporated Prolectant, Bucitlus thuringiensis
CrylA.105, Cry2 Ab2, CrylF, Cry3Bbi, Cry34 and
Cry35 Proteins and the Genetic Materials {Vectors PY-
ZMIR245, PHPE999, PV-ZMIR3Y, and PHP17662)
Neeessary for their Production in MON 89034 x TC1507

* MON 88017 x DAS-59122-7. Mousanto Conpany OWN Administrative

Bums, J A 2008 Human Health and Environmental
Asscasment of the Plant-Incorporated Protectant Beciffios
Yhuringiensis Cry LA 105, Cry2 Ab2, Cry1F, Cry3Bbl,
Cry344bB1, and Cry35Abl Proleins Produced in the
Combined Trait Comn Product MON 88034 = TC {507 =
MON 88017 » DAS-59122-7. Monsanto Technical

Praduct
385.1100 Report MSLO021223. 47444901 Monsanto Compaiy OWN Characlerizalign
Rice, I.F. 2008. Summary of Sauthem Blol Analyses to
Confirm the Presence of MON 89634, TC 1507, MON
88017, and DAS-3%122-7 in the Combined Trail Corn
Product MDN 85034 x TCI507 x MON 88017 = DAS- Produet
885.1100 58122-7. Monsanto Teclmicat Report MSLO021265. 47444902 Monsanio Company OWN Characlerization
Taylor, i, LR Groat, and 1.1). Masucci. 2007. Southcm
Blot Analyses to Confinm the Presence of MON 89034
and MON 88017 in the Combined Ttait Com Product
MON 29034 = TC1507 x MON 88017 « DAS-59122-7. Product
8851160 Monsanto Technical Report MSL.0020682. 47444903 Monsanto Compauy OWN Characterization
Signature Name and Title Date
See Page 1 for Signature J. Austin Buns, Ph.D. Ostober 27, 2011
Reguiatory Affairs Manager
EPA Form 8570-35 (9-97} Eleclronic and Paper versions available. Submit only Paper version. Agency internal Use Copy
Monsanto Company 11-CR-192E-2R Page 220f 110
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[ 23 Form Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washingion, D.C. 20460

Paperwork Reduction Act Notice: The public reparting burden for this collection of information is estimaled 1o average 0.25 hours per response for regisiralion aclivities and 0.25 hours per
respanse for reregistration and special review aclivities, including time for reading the instruclions and compleling the necessary forms. Send commenis regarding the burden estimate or any
other aspect of this colleclion of information, inctuding suggeslions for reducing the burden lo: Director, OPPE Information Managemen? Division {2137}, U,S, Environmental Protection Agency,
401 M Sireel, S.W., Washinglon, DC 2046(. Do not send the form to this address.

DATA MATRIX

Date: October 27,2011 EPA Reg. No./File Symbol: 524-581 Page 6 of 66
Applicant's/Registrant's Name & Address: Product: MON 89034 = TC1507 x MON 88017 »
Monsanta Company, 8300 N. Lindbergh Blvd., 8t. Louis, MO 63167 DAS-~59122-7

Ingredient Bacillis tharingiensis Cry1A.105, Cry2Ab2, CryIF, Cry3Bb1, Cry34Abl, and Cry35AbI Proteins and the Genelic Matcrials (Veelors PV-ZMIR245, PHPS999, PV-ZMIR3Y,
and PHP17662) Necessary for their Production in MON 89034 x TC1507 x MON 88017 = DAS-59122-7 (OECD Uniquc 1dentifier: MON-89@34.3 » DAS-G15G7-1 » MON-88GH 7-3x
DAS-59122-7)

Guideline Reference Nymber Guideline Study Name MR} Number Submitler Slalus Note
Schafer, B.W.,, C.QQ. Cia, and S K. Embrey. 2008
Southern Blot Analyses to Confirm the Presence of
TC {507 and DAS-59122-7 in the Combined Trait Corn
Product MON 89034 = TC1507 = MON 28017 = DAS- Praduct
8851100 39122-7. Daw AgraSciences Study 1D 071179, 47444904 Monsanlo Company OWN Characterization
Mumphy.J.A.and J S McClain, 2008 Sununary of
CrylA 1035, Cryv2Ab2, CrylF, Cry3Rbl, CP4 EPSPS,
Cry34Ab?, Cry35Ab1 and PAT Protein Levels in the
Combined Trait Corn Product MON 89034 x TC1507 x
MON 88017 = DAS-SQIE_E-’? Produced in US Field Trials Pt
885.1100 1:2006..Mansiia Technieal Repart MSEQOZ £265: 47444905 Monsanto Company OWN Characterization
Stiltwell, L. and A, Silvanovich. 2007. Assessment of
Cry{A.105, Cry2Ab2, Cry3Bb1, and CP4 EPSPS Protein
Levels io the Combined Trait Corn Product MON §9034
* TC1507 » MON 88017 » IDAS.59122-7. Monsanio Production
285 1100 Technical Report MSLOG21070. 47444906 Monsanto Company OWN Characterization
Phillips, A.M. 2008. Cry34Abl, Cey35Ab1, Cry{F, and
PAT Protein Levels in Hybrid Maize TC1507, DAS-
59122.7, MON 89034 x TC{507 x MON 88017 = DAS-
59122-7, and a Conventional Contro!? from the Mansanto
2006 Production Plan 06-01-52-04. Dow AgroSciences Praduct
$85.1100 Study 1D 061026.06. 47444907 Monsanto Company OWN Characterization
Levine, 5. 2008. Studics Performed to Evaluate the
Potential for Inferactions among Cry Proteins Produeed Envi I
by MON 89034 x TC{507 = MON §8017 = A""‘m"“‘“"‘a
N/A DAS-59122-7 Monsanto Technical Report MSLOG21267. 47444908 Monsanta Company OWN SSESSITLENE
Signature Name and Title Date
See Page 1 for Signature §. Austin Burns, Ph.D. October 27, 2011
Regulatory Affairs Manager
EPA Form 8570-35 {9-97) Elecironic and Paper versions available. Submil only Pager version. Agency Interrtal Use Copy
Monsante Company i1-CR-192E-2R Page 23 of 110
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- Form Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D,C. 20460

Paperwork Reductlon Acl Nolice: The public reporting burden for this colleclion of information is eslimaled to average 0.25 hours per response for regisiralion aclivities and 0.25 hours per
response for reregisiration and special reviews aclivities, including lime for reading the insiruclions and completing the necessary forms, Send comments regarding the burden estimale o any
olher aspect of this colleclion of informalion, including suggestions for reducing the burden 1o: Direclor, OPPE Information Management Division (2137}, U.S. Environmenlal Proleclion Agency,
401 M Street, 3.W,, Washinglon, DC 20480, Do not send (he form 10 this address.

DATA MATRIX

Date: Qclober 27, 2011 EPA Reg. No.fFile Syinbol: 524-581 | Page7of 66
Applicant's/Registrant's Naine & Address: Product: MON 89034 x TCI1507 x MON 88017 =
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 DAS-59122-7

{ngredient  Bacillus thuringiensis CrylA.105, Cry2Ab2, Cry1T, Cry3Bbl, Cry34Abi, and Cry35Ab1 Prateins and the Genetic Materials (Veclors PV.ZMIR245, P1IPR999, PV-ZMIR39,
and PHP17662) Necessary for their Produclion in MON 89034 = TC1507 x MON 88017 x DAS-59122-7 (OECD Unique Irdentifier: MON-89E34-3 x DAS-B1307-1 » MON-RR@17-3=
DAS-59122-7) 3

Guideline Reference Number Guideline Study Mame MRID Nuniber Submitter Status Note

MacRac, T. 2008, Evaluation of Potentia! for Interaction
Between the Bacitfus Himvingiensis Cry3Bbl, Cry34Abl,
and Cry35Ab! Proteins. Monsanto Techniczl Report

Environmental
N/A MSLO020554. 47444909 Monsanto Coriipany OWN Asscssment

Levine, $. 2008. Evaluation of the Potential for

Interactions among Cry Proteins Produced by MON
859034 » TCI507 x MON 88017 = DAS-59122-7 by
Inscet Bioassay. Monsanto Technical Report Environsiental

NIA MSLOO21104. 47444910 Monsanto Conipany OWN Asscysnent

Head, G, and N. Storer. 2008, 1nscet Resistance
Management Plan for MON 39034 = TCI507 =
MON 88017 x DAS-59122.7. Monsanto Technical

NiA Report MSL0O021285. 47444911 Monsanto Company OWN IRM

Levine, 8. and J. Huesing, 2008. Endangercd Species
{mpatt Assessment for the Cumbined Trait Corn Product
MON 89034 = TC{307 = MON 88017 = [XAS-59122-7.

. Environntertal
M to T ;
N/A onsanto Technical Report MSL0021263 47444912 Monsanto Company QWN Assessnient

Parudise, M. 2008 Evahuation of Poicntial Dictary Efteets
of Pollen From the Combined Trait Corn Produet MON
849034 » TCL507 = MON 880{7 x DAS-59122-7on the
Ladybird Beetle Coleomegiffo mocnfata (Culetiptera;

Coccinellidac). Mansanto Technieal Report MSL Environmental

8854340 0021036 47444913 Monsanro Company OWN Assessment
Signature Name and Title Date
See Page 1 for Signature J. Austin Burns, Ph.D. Ociober 27, 2011
Regulatory Affairs Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Pager version. N Agency Internal Use Copy
Monsanto Company 11-CR-192E-2R Page 24 of 110
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e Form Approved OMB No. 2070-0060
wE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reperting burden for this collection of informalion is estimaled to average 0.25 hours per response for regisiration aclivities and 0.25 hours per
response for reregistration and special review aclivities, including lime for reading the inslruclions and completing the necessary forms. Send commenis regarding the burden estimate or any
other aspec! of this colleclion of information, including suggestions for reducing the burden to: Director, OPPE Informalion Management Division {2137), U.5. Environmental Proleclion Agency,
401 M Street, S.W., Washington, DC 20460. Do nol send the form to this address,

DATA MATRIX

Date: Oclober 27, 2011 EPA Reg No.JFile Symbol; 524-575 | Page 8 of 66
Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N, Lindbergh Blvd., St. Louis, MO 63167 Product:  MON 89034

Ingredient  Bacillus thuringiensis Cryl A.105 and Cry2Ab2 Proteins and the Genelic Materiat (Veclor PV-ZMIR245) Necessary for their Production in MON 89034 {OECD Unique
Ideutifier; MON-896334-3)

Guideline Refercuce Number Guideline Study Name MEID Muinber Subuiitter Status Note

Updated Compliance Assiance Plan, Educational
Materials, IRM Monitering, and a Remedial Action Plin
for MON 89034 {EPA Reg. No 524-575) and

MON 89034 x MON 28tl1 7 {EPA Reg. No. 524-37q) Terms &
Insect-Protected und Herbicide-Tolerant Comn 483696-01 Monsanto Company OWN Conditions

Annual Sales Report for MON 8 10, MON 863, MON 863
= MON 210, MON 88017, MON 83017 x MON 816,
MON 89034, MON 28017 x MON 89034, and

MON 88017 x MON 89034 x TC1507 » DAS-59122-7
{EPA Reg. Nos. 524-489, 524-528, 524-545, 524-551, Terms &
524-552, 524.575, 524-576, and 524-581} 483678-01 Monsanto Company OWN Conditions

Enhanced Insect Resistance Management Compliance
Assurance Program for Com Borer Protected Bt Comn,

Corn Rootworm-Protected Bt Coen, and Corn Borer / Terms &
Corn Rootworm Protected Slacked Bt Carn. 483751-01 ABSTC OWN Conditions
Raseline Assessmen! of Bt Susceptibilily of Corn IRM-
Earworm, Helfcaverpa zea, to Cryl A 105, 2009 Condition of
Collections and Assays (Lang, B. 201() 48207401 Monsanto Company OWN Registration
Baseline Susceplibility of the European Corn Borer, {RM-
Ostrinia ribitasis, to Cry1A.105 and Cry2Ab2 Bt Condition of
Proteins {Sicgfried, B. and Spencer, T. 2010) 48207402 Monsanto Company OWN Registration
2010 Inscct Resistance Managemen! Complisnee IRM-
Assurance Program Report for Corn Borer Protected Bt Conddljon ol
Corn MON 82034 (EPA Reg. No. 524-575} Monsanto Company OWN Registration
Stgnature Name and Title Date
See Page 1 for Signature . Austin Burns, Ph.D. Qctaber 27, 2011
Regulatory Atfairs Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submil only Paper version, Agency Internal Use Copy
Monsanto Company 11-CR-192E-2R. Page 250f 110
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Form Approved OMB No. 2070-0060
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

e
wE PA 401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notlce: The public reporting burden for this collection of information is estimated to average 0.25 hours per respense for registration aclivilies and 0.25 hours per
response for reregistration and special review activities, including time for reading the instruciions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden lo: Director, OPPE Information Managemeni Division (2137), U.S. Enwironmental Proteciion Agency,
401 M Sireet, 3.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Date: October 27, 2011

EPA Reg No File Symbol: 524-575 | Page 9 of 66

Applicant's/Registrant's Name & Address:
Monsanto Company, 806 N, Lindbergh Blvd., St Louis, MO 63167 Product.  MOWN 89034

tngredient  Bacilius thuringiensis CrytA.105 and Cry2Ab?2 Proteins and the Genetie Matterial (Veetor PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique
fdentifier: MON-89634.3)

Guideline Referepce Number Guideline Study Nanwe MRID Nuinber Subntitter Status Nole
Baseline Suseeptibility of Southwesiern Com Borer, IRiM-
Digrraca grandiosella, to CryI A 105 and Cry2Ab2 Bt Condition of
Proteins (Song, Q., Sun, Y. and Wang, Q. 2009) 48207403 Monsante Cotmpany OWN Registration
Annual Sales report for MON 810 (EPA Reg No. 524-

4891, MON 863 (EPA Reg. No. 524-528), MON 863 x
MON 810 (EPA Reg. No. 524.545), MOM 88017 (EPA
Reg. No. 524-351), MON 89034 (EPA Reg. No. 524.575) Terms &
and MON 89034 x MON 88107 (EPA Reg, No. 524-576) §79614-01 Monsanto Comnpany OWN Conditions
Updated Compliance Assurance Plan, Educational
Materiais, tRM Monitoring, and a Remedial Action Plan
for MON 89034 and MON 39034= MON 88017 Insect- Conditions of
Protected and Herbicide-Tolerant Com (Keller, B, 201 1) 479033501 Monsanto Company QWN Registration
Supplemenial Information for MRID No. 46951402
“Amended Report for MSL-20072: Molesular analysts of Produet
Com MON 85034™, 471275-03 Munsanto Company OWN Characterization
Supplemenial tnfonnation for MRID No. 46951403
“Assessment of the CrytA. 105 and Cry2 Ab2 Protein
Levels in Tissues of nsect-Protested Cormn MON 85034 Product
Prodyced 10 2003 U.S. Fleld Trials™. 471275-05 Monsanto Company OWN Characterization
Signature . Name and Title Date
See Page 1 for Signature 1. Austin Buns, Ph.D, October 27, 2011
Regtiatory Alfairs Marager

EFA Form 8570-35 (9-97) Electronic and Paper versions available. Subrmit only Paper version.

Agency internal Use Copy

Monsanto Company 11-CR-~192E-2R Page 26 of 110
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wEPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

Washington, D.C. 20460

Form Approved OMB Ne. 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this collection of informalion is estimaled to average 0,25 hours per response for regisiration aclivities and 0.25 hours per
response for reregistration and special review activities, including lime for feading Ihe instructions and completing the necessary forms. Send comments regarding the burden eslimate or any
other aspec! of this collection of information, including suggeslions for reducing the burden lo: Ditector, OPPE Information Managemenl Division (2137), U.S. Emvironmenlal Protection Agency,
401 M Slreet, S.W., Washington, DC 20460. Do not send the form to this addrass.

DATA MATRIX

Date: QOclober 27, 201 [

EFA Reg. No./Fite Symbot; 524-575

| Page 10 of 66

Applicant's/Registrant's Name & Address:
Monsante Company, 800 N. Lindbergh Blvd., St. Louts, MO 63167

Producl:

MON 89034

Ingredient

Bacifing thuringlensiy CrylA, 105 and Cry2Ab2 Proteins aid The Genelic Material (Veclor PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unigue

Identifier: MON-85(334-3)

Guideline Reference Number

Guideline Study Name

MRID Number

Submitter

Status

Hote

885.1100

Bogdanova, NN. 2006, [wnan Health and
Environmental Assessment of the Plant-Incorporated
Protectant Bactifus rreaingiensis Cryl A 105 and
Cry2Ab2 [roteins Praduced in Com MON 85034,

465514-01

Monsanto Campany

OWN

Product
Characternizatinn

885.1100

Rice, J.F., B.J. Wolff, I R, Groat, N.K. Seanion, .C.
Jennings, and J.D. Masucel, 2006. Amended Repori for
MSL-20072; Molecular Analysis of Corn MON 8934
Monsanto Technical Reporf MS1-20311.

469514-02

Monsanto Company

OWN

Product
Characterization

§85.1100

Hartmianp, A J, KE Niemceyer, and A. Silvanovich,
2006. Assessment of the Cryl AL105 and Cry2Ab2
Protein LevelsinTissues of Inscet-Protected Corn MON
85034 Produced in 2005 UJ.S. Ficld Trials. Monsanto
Technical Report MSL-20285.

469514-03

Monsante Company

OWN

Product
Characterization

&85.1100

Karunanandaa, K., J.J. Thorp, M.E. Goley, 8.L. Levine,
and A. Sitvangvich. 2006, Characterization of tie
Cry2Ab2 Protein Purified from the Corn Grain of MON
89034 and Comparison of the Physicochemical and
Functional Properties of the Plant-Produced and £, cofi-
Produced Cry2Ab2 Proleins. Monsanto Technical Report
MSL-20071.

4655 14-04

Monsanto Company

OWN

Product
Characlerization

Signalure

See Page 1 for Signature

Name and Tile
1. Auslin Bums, Ph.D.
Regulatory Affairs Manager

Date
October 27, 2011

EPA Form 8570-35 (9-97) Eteclronic and Paper versions available. Submit only Paper version,

Monsante Company

11-CR-192E-2R

Agency Internal Use Copy

Page270f 110
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o Form Appraved OMB No. 2070-0080
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, 5.W.
Washington, D.C. 20450

Paperwark Reduction Act Notice: The public reporting burden for this colleclion of information is eslimaled io average 0,25 hours per response for registralion acliviies and 0.25 howrs per
response for reregistration and special review activities, including time for reading the insiructions and compteting the necessary forms. Send cemmenis regarding the burden estimaie or any
clher aspect of lhis collection ef informalion, including suggestions for reducing the burden ta: Direclor, OPPE Information Management Division (2137}, U.S. Environmental Proleclion Agency,
401 M Sireel, S.W., Washingien, DC 20480. Do nol send the form lo this address.

DATA MATRIX

Date: Oclober 27, 2011 EPA Reg. No/File Symbol: 524-575 | Page 1 of 66
Applicant's/Registrant's Nane & Address:
Monsanto Company, 800 N. Lindbergh Bivd., St. Louts, MO 63167 Product:  MON 89034

Ingredient  Baciilus thuringlensis Cryt A.I05 and Cry2Ab2 Proleins and the Genelic Materiat (Veclor PV-ZMIR245) Necessary for their Production in MON 89034 (CECD Unique
Identifier: MON-890334-3)

Guidcline Refercnee Nuinber Guideline Study Nanc MRID Numnber Subnuitter Status Note

Levine, S.L. and ), Uffinan. 2006, Bvatuation of the
Functiona! Equivalence of the Cry2Ab2 Frotein Produced
in £.Coli and Bt Against a Sensitive Lepidopteran Product
3851106 Speeics. Monsauto Techuical Report MSL-20132. 4693 14-05 Maonsanto Company OWN Claraclenzation

Rice, 1F., B.J. Wolft, 1.C. Jennings, and J.D. Masucct.
2005, Summary of Southern Blot Analysis of MON
89034 and MON 89597 Comn. Mansanto Technical Product
885.1100 Report MSL-20063 3 466943-01 Monsanto Company OWN Characterization

Gocrtz, B, T, Ganguly, §. Lee, T Lee, and E A Rice.
2005, Characterization ol the Cry LA. 105 (frotein
Parified from the Corn Grain of MON 89034 and
Camparison of the Physicochemical and Functional
Properties of the Plant-Produeed and £.cofi-Produccd

CrylA. 103 Proleins. Monsanto Tochnical Report MSE- Producl
835 (100 19960. 466946-04 Muansanto Coinpany OWN Characterization

Supptamental inforniation for MRED No. 46551402

“Amended Repon for M$L-20072: Molecular analysis of Product

Com MON 89034, 471275-03 Monsanto Company OWN Characicrization

Supplemental Information for MRID No. 46951403
“Assessment of the Cry LA, (05 and Cry2 Ab2 Protein

Levels in Tissues of Insect-Protected Corn MON 89034 Product
Produced in 2005 U.S . Field Trials”, 47127503 Monsanto Company OWN Characterization
Signature Name and Title Date
See Page 1 for Signature . Anstin Bums, Ph.D. October 27, 2011

Regulatory Affairs Manager

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submil only Paper versior. Agency triternat Use Gopy

Monsanto Company (1-CR-192E-2R Page 28 of 10
34



SEPA

UNITED STATES ENVIRCNMENTAL PROTECTION AGENCY

401 M Street, S.W.

Washington, D.C. 20460

Ferm Approved OMB No, 2070-0080

Paperwork Reducetion Act Notice: The public reporting burden for this coltection of information is eslimated to average 0,25 hours per response for regisiration activities and 0,25 hours per
response for reregistration and special review activities, inchuding time for reading the instructions and compteting the necessary forms. Send commenis regarding the burden estimate or any
olher aspecl of this collection of information, including suggestions for reducing the burden {o: Direetor, OPPE fnformation Management Division (2137}, U.5. Environmental Proleclion Agency,
401 M Street, S.W., Washington, DC 20460. Do nol send the form 1o this address.

DATA MATRIX

Date: Qclober 27, 2011

EPA Reg. No fFite Symbol; 524-575

| Page 12 of 66

Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., S1. Louis, MO 63167

Product:

MON 89034

Stgnature

See Page I for Signhature

Name and Titie
1. Austin Baras, PhuD.
Regulatory Affairs Mﬂna&cr

Ingredient  Bacillus phiringiensis Cryl AL 105 and Cry2Ab2 Proteins aml the Genetic Malerial (Vecior PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique
ldentifier; MON-89(334-3)
Guideline Reference Number Guigeline Study Name MRID Numnber Subniitter Status Note
Bogdanova, NN, 2005. Structurat and Functional
Similanty of the Cry!A. 105 Protein to Cryt A Class of
Bactifus duniugiensis Proteins. Monsanto Technicat Product
885.1100 Report 05-RA-62-01. 466946-01 Monsanto Company OWN Characterization
Dudin, Y.A and P. Chinnadurai. 2005. Qualitative
Detection Method for the Cry2Ab2 Protein in Com Leaf
and Seed of MON 29034 and MON 89597, Monsanto Praduct
860.1340 Technical Report 05-RA-35-04, 466945.03 Monsanin Cumpany OWN Characterization
Bonnette, K.L. 2006. An acute oral toxicity shudy in
mice with Cry2Ab2 protein. Monsanto Siudy CRO-2005- Huntan Health
845.3050 049, 469514-06 Monsanto Company OWN Assesshient
Kapadia, 8.A and E A Rice. 2006. Assessment of 1he in
virro Digestibitity of the Cry2Ab2 Protein in Simulated Hutnan lealth
885.1100 Gastric Fluid. Monsanto Technical Report MSL-19931. 4695 14-07 Monsanto Company OWN Assegsment
Kapadia, 5. and EA. Rive. 2005. Assessnient of the in
vifre Digestibility of the CrylA. 105 Piolein in Simutated Human Health
8851100 Intestinal Fluid. Monsanio Technicat Report MSE-19930. 169514-08 Monsanto Company DWN Asscssment

Date
October 27, 2011

EPA Form 8570-35 (9-97) Eleclronic and Paper versions available. Submil only Paper version,

Monsante Company

11-CR-192E-2R

Agency internaf Use Copy

Page 29 of 110
25




Fs Farm Approved OMB Ne. 2070-0060
wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Waghington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this gelleclion of informalicn is eslimaled 1o average 0.25 hours per response for regisiralion aclivilies and 0,25 hours per
respense for reregisiralion and special review aclivilies, including lime for reading Ihe inslruclions and comnpleling the necessary forms. Send commenis regarding the burden eslimale or any
olher aspec of 1his colleclion of informalion, including suggeslions for reducing Ihe burden lo: Direclor, OPPE Information Managemenl Division {2137), U.S. Environmenlal Preleclion Agency,
401 M Sireel, S W., Washinglon, DC 20480, Do nol send the form 1o 1his address.

DATA MATRIX

Date: Oelober 27, 2011 EPA Reg. No/File Symbol: 524-575 f Page |3 of 66
Applicants/Regisirant's Name & Address:
Monsanio Company, 800 N. Lindbergh Bivd,, 8t. Louis, MO 63167 Proguet. MON §9034

Ingredient  Bacillis thuringfensis Cryl A.105 and Cry2Ab2 Proleins and the Genelic Malerial (Veclor PV-ZMIR245) Neeessary for their Production in MON 89034 (OECD Unique
Identifier: MON-890534-3)

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Nafe

MeCoy, R L and A Silvanovich. 2005, Bioinformatics
Analysis of the Cry | A. 105 lirolein Utilizing the ADS,
TOXINS, and ALLPEPTIDES Databases. Maonsanto [Muman Health
835.1100 Technical Report MSL- 19686, 466946-05 Monganto Company OWN Assessmenl

Thorp, 1.J. and M.E. Goley. 2006. Assessmenl of the ix
vitre Digestibility of the Cry2 Ab2 Protein in Simulated Human Health
§85.1100 Intesfinal Fluid, Mownsanio Teehnieal Report MSL- 19938 4695 14-09 Monsanio Company OWN Assessment

MeClain, 18. and A. Silvanovieh. 2006, Bioinformatics
Evaluation of the Cryl A.105 Prarein Utilizing the ADS,
TOXINS, and ALLPEPTIDES Databases. Monsanio Human Health
885.1100 Teehnical Report MSL-20351. 4695 14-10 Monsante Company OWN Assessinent

Kapadia, $. A. and E.A, Riee. 2005, Assessment of the fn
virre Digestibility of the Cryl A, 105 Prolein in Simulated Human Health
8851100 Gastrie Fluid. Monsanto Technical Report MSL-19929. 466946-06 Maonsanto Company OWN Assessment

Goley, ME and 1.1 Thorp. 2005, Immunodetection of
Cry2AbZ and Cryl A, 105 Proleins in Com Grain from

MON 89034 Following Heat Treatment. Monsanio Human Health
8385.1100 Technical Report MSIL-1 9899 466946-07 Mansanto Company DWN Assessment
Bonnette, K.L. 2005, An Acute Oral Toxicity Study in
Mice with Cryl A.105 Prolein. Monsanto Study CRO- Hunian Heallh
885.3050 2005-050. 4669406-03 Monsanto Company OWN Assessment
Signature Name and Tille Date
See Page { for Signature 1. Austin Burns, Ph.D. October 27, 2011
- - Regutalory Affairs Manager
EPA Form 8570-35 (9-87) Elecironic and Paper versions available, Submil only Paper version. T Agency Inlernal Use Copy
Monsanto Company 11-CR-192E-2R Page 30 0f 110
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P Form Approved OMB No. 2070-0060
WE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this colleclion of information is estimated 1o average 0.25 hours per response for registration activilies and 0.25 hours per
response for reregisiration and special review activities, including time for reading the instructions and completing the necessary forms. Send commenls regarding the burden estimate or any
other aspect of this colleclion of informalion, including suggestions for reducing the burden 1o0: Directer, OPPE Informalion Management Oivision {2137}, U.S. Environmental Proleclion Agency,
401 M Street, S.W., Washington, DC 20480. Bo nol send the form 10 Lhis address,

DATA MATRIX

Date: Oclober 27, 2011 EP’A Reg. No/Fite Symbol: 524-575 | Page [4 of 66
Applicant's/Registrant’s Natne & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product;: MON 89034

Ingredient  Bacillus thuringiensis Cryl A.105 and Cry2Ab2 Proteins and the Genetic Malerial {Veetor PV-ZMIR245) Necessary for their Production in MON 29034 (OECD Unique
Identifier: MON-39334-3)

Guideline Reference Number Guideline Study Nante MRID Mumber Submitter Status Note

McClain, §.5. and A. Silvanavich. 2006, Bioinformatics
Analysts of the Cry2 Ab2 Protein Uttlizing the AD6,
TOXINS, and ALLPEPTIDES Databases. Monsanio Human Health
885 1100 Technical Report MSL-20307. 469584-1 1 Mnnsanto Company OWN Assessment

Davis, S W. 2006, Comparison of Breiler Performance
and Careass Parameters When Fed Diets Containing
MON 89034, Contret or Commerciat Corn, Monsanio Huntan Health
£85.4030 Study 05-01-50-13, Amended Report. 469514-12 Monsante Company OWN Asscsstent

MacRae, T.C., CR. Brown, and 8 L. Levine. 2006,
Spectrum of Ensectictdat Adivity of Bacitfus thuringiensis
CrylA.105 Protein. Monsanto Technical Report MSLe Environnental
NIA 20230 4695 14-13 IMonsante Company OWN Assessment

MacRac, TC., C.R. Brown, and 5.L. Levine. 2006
Spectrum of Insecticidal Activity of Baciffus thuringiensis
Cry2Ab2 Protein. Monsanto Technical Report MSL- Envirgntentat
N/A 20229 4695 14-14 Maonsante Company OWN Asscssient

tleadrick, LM, O, Heredia, 1O Oyediran, and TT.
Vaughn. 2006. Assessmenl of the Efficacy of
Lepidopteran-protected Com MON 89034 and MON
89597 Against Major Inscet Pests in United States, Puerto

Rico and Argentina During 2003-2004 Seasons. Environmental
N/A Monsanic Technical Report 05-RA-39-05. 469514-15 Monsanio Company OWN Asscssment
Stgnature Name and Title Date
See Page 1 for Signature J. Austin Bumns, Ph.D. October 27, 201
Regulatory Affairs Manager
EPA Form 8570-35 {9-97) Electronic and Paper versions available. Submit only Paper version. Agency Intemnal Use Copy
Monsanto Company 11-CR-92E-2R Page 31 0f 110
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~ Form App roved OMB Mo, 2070-0080
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washinic;ton, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is eslimated to average 0.25 hours per response for registration aclivilies and 0.25 hours per
response for reregistration and special review activilies, including lime for reading the instruclions and compleling the necessary forms. Send commertts regarding the burden estimate or any
other aspec! of this colleclion of information, including suggeslions for reducing the burden lo: Cirector, OPPE Informalion Manragemen| Division (2137), U.S. Environmenlal Protection Agency,
401 M Streel, 5.W., Washington, DC 20460. Do nol send the form 1o this address,

DATA MATRIX

Date: Oclober 27, 2011 EPA Reg. No.File Symbaol: 524-575 | Page 15 of 66
Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Produet: MON 89034

ingredient  Bacillns thuringiensis Cryl A.105 and Cry2Ab2 Proleins and the Genctic Malerial (Veetor PY-ZMIR245) Necessary for their Production in MON 89034 (OECD Unigque
ldeniifier: MON-890134-3)

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note

Teixeira, D, 2006. Evaluation of Dietary Effects of
Lyophilized Leaf Tissue from Com MON 89034 m a
Chronic Exposure Study with Collembola (Folsonia Eovironmental
385.4340 condida). Monsanta Technical Report MSL-20169, 469514-16 Maonsante Company OWN Assessinent

Palmer, $.J. and H.O. Krueger. 200%. Evaluation of
Expaosure to MON 89034 with the Cladocerao Daphnia
magna: An acnite static-renewal tesi with corn pollen. Environmental
385.4340 Maensante Study WI-2003-011. 469514-17 Monsanio Company OWN Assessiment

Sindermann, A.B., JR. Porel, and H.O. Krueger. 2006,
Evaluation of Potential Effects of Exposure to Cry 1 A.105
Protetn i an Acute Study with the Earthworm in an

Artifictal Soil Substrate. Mmsanto Technical Report Environmental
385.6200 MSL-20147. 469514-18 Monsanio Company OWN Assessment
Richards, K.B. 2006. Evaluation of the Dictary Effect{s)
of a Cryt A 105 Protein on Honeybee Larvae {dpis Environmental
385.4380 melhifera L.). Monsanto Study CA-2005-071, 469514-19 Monsanto Company OWN Assessment
Riclards, K.B. 2006. Evaluation of the DMetary Effeet(s)
of a Cry 1 A. 105 Prolein on Adull Honeybees (Apis Environnental
3854380 mellifera L.}. Mansanto Srudy CA-2005 072 469514-20 Monsanto Company OWN Assessinent
Signature Name and Title Date
See Page 1 for Signature 1. Austin Bums, Ph.ID. Qctober 27, 2011
- Regulalory Affairs Mana&z
EPA Form 8570-35 (9-87) Electronic and Paper versions available. Submit only Paper version, Agency Internal Use Copy
Monsanto Company 11-CR-192E-2R Page 32 0f 110
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- Form Approved OMB Na. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reductlon Act Notice: The public reporting burdenfor this collection of infarmation is eslimated to average 0.25 hours per response for registration aclivilies and 0.25 hours per
response for reregistration and special review activities, including time for reading Ihe instructions and completing the necessary forms, Send comments regarding 1he burden eslimale or any
olher aspecl of this calfeclion of information, including suggeslions for reducing the burden 1a: Directar, OPPE Information Management Division {2137), U.5. Enviranmental Proteclion Agency,
401 M Sireet, SW., Washington, DC 20460. Do not send Ihe form to this address.

DATA MATRIX

Dale; Octlober 27, 2011 EPA Reg. Nn./File Symbol: 524575 ’ Page 16 of 66
Applicant's/Regislrant's Naine & Address:
Monsanto Company, 800 N, Lindbergh Blvd., St. Louts, MO 63167 Product:. MON 89034

Ingredient  Bacrlius thuringiensis CrylA.105 and Cry2Ab2 Proteins and the Genetie Malerial (Veclor PV-ZMIR245) Necessary for their Produetion it MON 89034 (OECD Unique
Identifier: MON-89(334-3)

Guideline Reference Number Guideling Study Name MRID Number Submitter Status Note

Paradise, M.3. 2006. Evaluation of Potential Dictary
Effects of Cry 1 A. 105 Pratein on the Ladybird Beetle,
Coleomegilla mactiara (Caleoptera; Coccinellidag). Eavironmental
885.4340 Monsanto Technical Report MSL-20150. 469514-21 Monsanto Company OWN Asgsessnient

Paradise, M.S. 2006, Lvaluation of Potentisl Dictary
Effects of Cry2Ab2 Protein on the Ladybird Beetle,
Cofeomegilia macidara {Coleoptern: Cotcinellidae). Environmental
8854340 Monsanto Technical Report MSL-20151. 469514-22 Monsanto Company OWN Assessment

Teixeira, D. 2006. Evaluation of Potential Dietary
Effects of CrylA.105 Protein on Minute Pirate Bugs,
COrius insidiosns (Hemiptera: Anthoeoridae). Monsanio Environmental
885.4340 Technical Report MSL-20170. 469514-23 Monsanio Company DWN Assessment

Teixema, 3. 2006, Evaluation of Potential Dietary
Effects of Cry2Ab2 Protein on Minute Pirate Bugs, Orins
insidiosus (Hemiptera: Anthocoridae). Monsauto Environmental
885.4340 Technical Report MSL-20171, 4695314-24 Monsanto Conipany OWN Assessment

Sindermann, A B, LR. Porel, and HO. Krueger. 2006.
Evaluation of Potential Fffects of Exposure to Cry A 105
Protein in an Acute Study wilh the Parasitie Wasp,

Iehneumon promissorius (Hymenoptera: lehneumondace), Environmenta]
885.4340 Monsanto Teehnical Report MSL.20149. 4695 14-25 Monsanio Coinpany OWN Assesstent
% Date
Signature ) Name and Title October 27, 2011
See Page 1 for Signature J. Auslin Bums, Ph.D.

» Regulfatory Affairs Manager
EPA Form 8570-35 {(8-97) Eleclranic and Paper versions available. Submil only Paper version. Agency Internal Use Copy
ivionsanto Company 11-CR-192E-2R Page 33 of 110
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" Form Approved OMB No, 2070-006¢
VE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W,
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated 10 average 0.25 hours per response for registration aclivities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimale or any
other aspect of this collection of information. including suggestions for reducing the burden to: Direclor, OPPE Informalion Management Divisicn {2137), U.S. Environmenlal Prolection Agency,
401 M Streel, S.W., Washington, DC 20480. Do nol send the form 10 this address.

DATA MATRIX
Date: Oetober 27, 2011 EPA Reg. No/File Symbol: 524-575 Page |7 of 66
Applicants/Registrant's Name & Address.
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product:  MON 89034

Ingredient  Bacillus thuringiensis Cryl A.105 and Cry2 Ab2 Proteins and the Genetic Material (Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique
Identifier: MON-89¢)34-3)

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note

Gallagher, S.P. and J.B. Beavers, 2006. Evaluation of
Potential Dictary Effects of MON 89034 with the
Northern Bobwhite: an Exght-day Dictary Study with Environmental
885.4050 Corn Grain. Monsanto Technical Report WL-2005.012. 469514-27 Monsanto Coinpany OWN Assessment

Mucth, M., T. Curran,J. Warren, 8. Dubelman, M.
Glaspie, J. Murphy, S Levine, I. Holuneyer, and C,
Tiang. 2006. Agrobic Soil Degradation of the Purified

Cry2Ab2 and Cry | A 105 Proteins. Monsanto Technical Environmental
BB5.5200 Report MSL-20174. 469514-28 Monsanio Company OWN Assessment
Huesing, J.E., J.J. Duan, and S.L. Levine. 2006,
Endangered Species Risk Assessinent for Corn MON Environmental
N/A 85034, Monsanto Technical Report MSLO020354, 469514-29 Monsanio Company OWN Assessment

MacRee, T.C,, C R Brown, SL. Levine 2005
Evaluztion of the Potential for Interactions Between the
Bacillus thuringiensis Protemns Cry | A 105 and Cry2AbZ. Environmental
N/A Monsanto Technical Report MSL-15859. 466946-02 Monsanto Company OWN Assessment

Sindennann, AB., IR Porch, and H.O. Krueger, 2006
Evaluation ol Potential Effects of Exposure to Cry2Ab2
Protein inan Acute Study with the Parasitic Wasp,

Tchnenmon promissorius (Hymenoptera: Ichneumonidae) Environmental
885.4340 Monsanto Technical Report MSL-20148, 469514-26 Monsanto Company OWN Assessment
Signature Name and Title Date
See Page 1 for Signature J. Austin Burus, Ph.D. October 27, 2011
i sy Regilatory Affairs Manager
EPA Form 8570-35 (9-97) Eleclronic and Paper versions available. Submil only Paper version, Agency Internal Use Copy
Monsanto Company [1I-CR-192E-2R Page 34 of [ 10
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“EPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

Washington, D.C. 20460

Fom Approved OMB Ne. 2070-0080

Paperwork Reduction Act Notice: The public reporting burden for this collection of informalion is estimated to average 0.25 hours per response for registration activities and 0,25 hours per
response for reregistration and special review aclivities, including lime for reading the instruclions and completing the necessary forms, Send comments regarding the burden estimate or any
other aspect of this collection of inforrnation, including suggestions for reduiicing the burden to: Director, OPPE Information Management Division (2137}, U.S. Environmental Proleclion Agency,
401 M Slreet, S.W,, Washington, DC 20460. Do not send [he form to this address.

DATA MATRIX

Dale: Qctober 27, 2011 EPA Reg. NoFile Symbol: 524-573 Page I8 ot 66
Applicant's’/Registrant’s Name & Address:
Monsanto Company, 800 N, Lindbergh Bivd., 8t. Louis, MO 63167 Product: MON 89034

identifier: MON-890)34-3)

Ingredient  Bacillus thuringrensis CryTA105 and Cry2Ab2 Proleins and the Genalic Materiol (Vector PV.ZMIR245) Necessary for their Production in MON 89034 (OECD Unigue

Guideline Reference Number Guideline Study Name MRID Nwnber Submilter Status Nole

Palmer, 3.J and H.O. Krueger. 200t Inscet Hrolection

Prolein 2: An Acute Toxicity Study Wilh the Earthwortm Environmental

in an Anificial Soil Substrate. Monsanto Technical Asscssment
8854340 Repon MSL-16177 450863-13 Monsanto Company OWN

Maggi, V.L. 2000. Evaluation of diclary cffect{s) of’

purified Bocitlus thwringiensis Cry2 Ab2 prolein on honey Environmental
385.4380 bee larvae. Monsanlo Technical Report MSL-16961 45337102 Monsanto Company OWN Asscssment

Teixetra, D. 2000, Assessment of Chronic Toxicity of

Cotton Tissue Containing Insect Prolcction Protein 2 to

Collembola {Folsonia candido}, Amended report. Environnwental
8254340 Monsanto Technical Report MSL-16174. 450863-14 Monsanlo Copany OWN Assessment

Palimer, 5. and H. Krueger. 2000 Insect Proteclion

Protcin 2: A Diclary Toxicity Study with Parasitic

Hymenoptera (Masonia virpennisy. Monsanlo Technical Environmental
3354340 Repon MSL-t6173. 450863-10 Monsanto Company OWN Assessmenl

Magpi, V.L. 2000. Evaluation of the Dielary Effect(s} ol

Inscet Protection Prolein 2 on Adult Honey Becs (dpis Environmental
8854320 melfifera L.). Monsanlo Technical Repon MSL-16176. 450863-08 Monsanio Company OWN Assessment

Signature

See Page 1 for Signature

Name aitd Title
J. Austin Burns, Ph.D.
Regulatory Aftairs Manaﬁcr

Pate
October 27, 2011

EPA Form 8570-35 {9-97) Electronic and Paper versions available. Submit only Paper version.

Monsanto Company

11-CR-192E-2R

Agency Internal Use Copy

Page 350f 110
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i Form Approved OMB No. 2070-0080
'ﬁE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washing_;ton, D.C. 20460

Paperwork Reduction Act Notice: The public reponling burden for this collection of information is eslimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of infermation, including suggestions for reducing the burden to; Director, OPPE Information Management Division (2137), U.5. Environmental Protection Agency,
40t M Street, S.W., Washington, DC 20450, Do not send the form to this address.

DATA MATRIX

Date: October 27, 2011 EPA Reg. No./File Symbol: 524-575 Page 19 of66
Applicant's/Registrant's Name & Address:
Monsante Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034

Ingredicnt  Bacillus thuringiensis Cryl A 105 and Cry2Ab2 Protcins and the Genetic Material {Vector PV-ZMIR245) Negessary for their Production in MON 89034 {OECD Unique
Identifier: MON-89@34-3)

Guideline Reference Number Guideline $iudy Name MRID Number Submitter I Statug Note

Head, G. 2006 Inscct Resistance Manageient Plan for
Second Generation Lepidopteran-Protected Corn, MDMN
NFA #9034, Monsanto Technical Report 06-RA-39-06, 449514-30 Monsanto Company OWN 1RM

Bogdanova, N. and A, Crawford (2007). Public Interest
Document Supporting Registrarion of Baciffis
thuringiensis Cry LA 105 | Cry2 Ab2 and Cry3Bbl
Proteins m tnsect-Prolecied Corn MON 85034 and MON
89034 x MON 88017 472797-01 Monsanto Company OWN Benefits

Bogdanova, N, 8. Dubelman, M. Mueth, J. Murphy and
A. Silvanovich {2007}. Responses 1o EPA Questions
Reganding Application 524-LTL to register Insect-
Prolected Comn MON 89034 {MRID 46951428) 471403-01 Monsanto Company DWN Misc.

Bogdanova, N. , {2007} Responscs to EPA Qucstions
Regarding Apptications 524-LTL and 524-LTL to
Regaster tnscet-Protected Com MON 89034 and MON
85034 x MDN 88017 (MRAD 4655 1400 and 46951300} 471275-01 Monsarto Company OWN Mise,

Bogdanova, N.., (2007). Suppleiental Information to
Address EPA Questions Regarding Applications 524-LtTL
and 524-LTL Io Register tnsect-Protected Corn MON
85034 and MON 85034 x MON 88017 (MRtE) 4695 1400

and 46595 1300} 470794-02 Monsanto Comnpany OWN Mise.
Stgnature Name atid Title Date
See Page 1 for Signature I, Austin Bums, Ph.D. October 27, 2011
» Regutatory Atfairs Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submil only Paper version. ™ Agency Internal Use Copy
Monsante Company 11-CR-192E-2R Page 36 of 110
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o~ Form Approved OMB No. 2070-0060
'l'ﬁE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W,
Washington, D.C. 20460

Paperwotk Reduction Act Notice: The public reporting burden for this collection of information is eslimated to average 0.25 hours per response for registration aclivities and 0.25 hours per
response for reregistration and special review activities, including time tor reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Managemenl Division (2137), 1.5, Environmental Protection Agency,
401 M Street, S.WW. Washington, DC 20450. Do nol send the form to this address.

DATA MATRIX

Date: Gctober 27, 2011 EPA Reg. No fFile Symbol: 68467-2 Page 20 of 66
Applicant's/Registrant’s Name & Address:

Monsanto Company, 800 N. Lindbergh Bivd., 8t. Louis, MO 63167 Product:  Herculex® I Insec! Profeciion

Ingredient 5.t CrylF protein and the genetic material necessary for production (plasmid iusert PHPR999) in maize (OECD Identifier; DAS-811507-1)

Guideline Reference Nunber Guideline Study Name MRID Number Subniter Slatus Note

Acute orl toxicity in mice: Try |F Bachus thiringiensis
subsp. arzawai delta endotoxin 44631101 63467 PER

Effectiveness data for Bacifius thnringlensis var, aizawal
CrytF insect control protein as expressed in maize 44691102 68467 PER

Background document on resistance management 44691103 68467 PER

Product Characterization Data for Bacilins thuringiensis
var. aizawai Cry | F Insect Control Protein as expressed in
Maize 44714801 68467 PER

Characterization of Gene Inserts-Baciths inringiensis
var, alzawai Cry|F Insect Control Proteins Expressed in

Maize 44714802 68467 PER
-
Equivalency of Microbial and Maize Expiessed CrylF
Protein, Characterization of Test Substances for
Biochemical and Toxicologieal Studics.
In Vitro Digestibitity of Microbial and Maize Expressed
CryIF Protein Under Simulated Gastric Conditions 44714803 658467 PER
Signature ' Naate and Title Date
See Page 1 for Signature J. Austin Bums, Ph.DD. October 27, 2011
» Regulatory Atlairs Manaper
EPA Form 8570-35 (9-87) Electronic and Paper versions available. Submit only Paper version. N Agency internal Use Copy
Monsanto Company 11-CR-192E-2R Page 37 of 110
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- Form Approved OMB No. 2070-0060
wE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Streef, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0,25 hours per response for registration aclivities and 0.25 hours per
response for reregistration and special review aclivities, including time for reaging the instructions and compleling the necessary forms, Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Managemend Divigion {2137}, U8, Environmenlal Prolection Agency,
401 M Street, SW., Washington, BC 20460, Do not send the form to this address,

DATA MATRIX

Date: October 27, 2011 EPA Reg. No./File Symbol: 68467-2 Pagc 2] of 66
Applicant's/Registrant's Name & Address:

Monsanto Company, 800 N, Lindbergh Blvd,, St. Louis, MO 63167 Product: Herculex® I fasect Prolection

Ingrediemt 8.1 CrylF protein and 1he genetic material necessary for production {plasmid insert PHP8999) in maize {QECD Igentifier: DAS-O1587-1}

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note

Quantitative ELISA Analysis of CryIF Expression levels
in Maize MPS Inbred Lines 1360, 1365, 1366, and 1369
{Interin: Report) 44714804 68467 PER

Comparsen of Amnine Acid Sequence Similarity of
Crv IF and PAT Proteins to Known Allergen Protein 44971701 08467 PER

Microbial B t. Cey | F {truncated} Delta-Endotoxin:
Maize-Inscet-Pest Susceptibility Study 45020101 68467 PER

Characterization of inscrted genes in CrytF eaize line
1507 45020102 63467 PER

Effectiveness Data lot Bacilfus thuringieusis var. aizawai
CrylF Ingect Control Protein as Expressed in Maize 44691102 68467 IER

Characterization of Expressed CryIF Protein in Maize
Tissues (Pollen, Grain, Grain-Containing Feed, and
Purified Maize-Expressed Cry | F Protein) and Microbial
Expressed Cry|F Delta Endotoxin by Biological and
Riochemical Procedures 45020103 68467 PER

Cuantitative ELISA Analysis of Cry IF and PAT
Expression levels fo and Compositional Analysis of

Maize Inbred and Hybrid Lines 1362 and 1507 45020104 68467 PER
Signature Name and Title Date
Sce Page 1 for Signature J. Austin Bums, Ph.D, October 27, 2011
.. Regulatory Affairs Manager
EPA Form 8570-35 {(9-97) Electrenic and Paper versions available, Submit only Paper version. T Agency Internal Use Copy
Monsanto Company 11-CR-192E-2R Page 38 of 110
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. Form Approved OMB No, 2070-0060
'WE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W,
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is esltimaled to average 0.25 hours per response for registralion activities and 0.25 hours per
response for reregistralion and special review aclivities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden eslimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Informalion Management Diviston (2137}, U.S. Environmental Proteclion Agency,
401 M Street, S,W., Washington, DC 20460, Do not send the form to this address.

DATA MATRIX

Date: October 27, 2011 EPA Reg, No.fFilc Symbol: 68467-2 Page 22 0f 66
Applicant's/Registrant's Name & Address:

Monsanto Company, 860 N, Lindbergh Bivd., St. Louis, MO 63167 Product:  Herculex® 1 [nsecs Protection

Ingredient __ B.¢. CrylF protein and [lie genetic material necessary for preduction plasmid insert PHP§299) in maize (OECD Identifier: DAS-P15@7-1)

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note

Environmental Fate of CryF Protein incorporated into
Soil 45020105 68467 PER

CryF Baciitus thuringiensis var. aizawai Della
Endotoxin: An Acute Toxicity Study with the Earthworim
in an Articial Soil Substrate ; 45020106 68467 PER

Chronic exposure of Folsormia candida to bacterially
expressed Cryvi T protein 45020107 68467 PER

B.r. Cry IF delta endoloxim; A 48-hour static-renewal
acute toxicity test with the Cladoeeran (Daplinia magna)
using bacterialty expressed B.r. CrytF delta endotoxin,
and pollen from maize expressing B.r. Cry tF delta
OECD 202 endoloxin 45020108 63467 PER

CryIF Bacitfus thyrimgiensis var. aizawai delta endotoxin:
385 4340 A dietary study with green lacewing Jarvae 45020109 68467 PER

Cry1F Baciffus shuyringfensis var. aizawai delta endotoxin:

8854340 A dietary study with the Jadybird beetle 450201 10 68467 PER
Signature Name and Title Date
See Page { for Signature . 3. Austin Bums, Ph.D. October 27, 2011
" Regulatory Affairs Manager
EPA Form 8570-35 (8-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
Monsanto Company 11-CR-{92E-2R Page 39 of 110
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- Form Approved OMB Ne. 2070-0060
wE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C, 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated 1o average 0,25 hours per response for registration activilies and 0.25 hours per
response for reregistration and special review aclivities, including time for reading the instructions and completing the necessary forms, Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Infermation Management Division {2137), U.S. Environmental Protection Agency,
401 M Street, SW., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Date: October 27, 2011 EPA Reg, No fFile Symbol; 684672 Page 23 0£ 66
Applicant's/Registrant's Name & Address:

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® [ Insect Profection

Ingredient 8.+ CrytF profein and the genetic material necessary for production {plasmid insert PIIP8999) in maize {OECD ldentificr: DAS-Gt 5¢17-1)

Guideline Reference Number Guideline Study Name MRID Mumber Subinitter Status Note

CrytF Bacifius thuringiensis var. aizawai delta endotoxin:
8854340 A dietary toxicity study with parasitic hymenoptera 450201 11 68467 PER

Transgenic corn expressing Baciflus thnringiensis var.
aizawai (8.r) CrylF delta endotoxin: A dietary toxicity
712 study with Northern bobwhite 45020112 68467 PER

Field survey of beneficial arthropods associated with

Bacifits tharingiensis Cry | F maize 45020113 68467 PER
Efficacy of CrylT events T'C1360 and TC15G7 45020114 68467 PER
Cry!F binding studies 45020115 63467 PER

Resistance management plan for transgenic maize
expressing the CrylF insecticidal protein from Bacillus

thurringlensis var. aizawai 45020116 68467 PER
Signature Name and Title Date
See Page 1 for Signature J. Austin Bums, PitDD, October 27, 2011
— — Regulatory Affairs Manager
EPA Forrm 8570-35 {9-97) Electrenic and Paper versions available. Submit only Paper version, Agency Internal Use Copy
Monsante Company 11.CR-192E-2R Page 40 0of L 10
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~n Form Approved OMB No. 2070-0080
WE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Sfreef, S.W,
Washing!on, D.C. 20460

Paperwork Reduction Act Notice; The public reporting burden for this colfection ol infermation is estimaled 10 average 0.25 hours per response for regisitralion activilies and (.25 hours per
response for reregisiration and special review aclivilies, including time for reading the instruclions and compleling the necessary forms. Send commenis regarding the burden eslimale or any
olher aspecl of ihis colieclion of information, inctuding suggeslions for reducing the burden to: Direcior, OPPE informalion Managemeni Division (2137), U.5. Envirenmeniat Proleclion Agency,
40f M Street, S.W., Washingion, DC 20450. Do nol send the form Lo this address.

DATA MATRIX

Date: Oclober 27, 2011 EPA Reg. No./File Symbal: 68467-2 Page 24 of 66
Applicant's/Registrant’s Name & Address:

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 iroduct:  Herculex® | frsect Protection

ingredient  B.+. CrylF prolein and the genelic malerial necessary for production (plasmid insert PHP8995) in maize (OECD ldentilier; DAS-15037-1)

Guideline Referenee Number Cruidetine Study Name MRID Number Subnitter Status Note

Supplement lo MRID 44714801 : Supplemental data -
Produet characterization data for Bacifins Minringrensis
var aizawal: CryLF controf protein as expressed in maize 45020017 68467 IrER

Supplement to MRID 4469810 1: Supplemental data- .
Acute oral taxicity in mice: Bacifins vhrringiensis var.
aizawaj CrylF deila endotoxin - 45020118 68467 PER

Phosphinothriein acetyitransferase (PAT) protein: o vitra
digestibility study 45041501 63467 PER

Non-target expasure and risk assessement for
environmental dispersal of Cry LF maize pollen 4504 1502 63467 PER

Evatuation of the dietary effeci(s) on honeybee
developineny using bacteriatly cxpressed 8.7 CrylF delta
endatoxin and potien from maize expressing 8.1 CrylF
delta endotoxin 4504 | 503 65467 PER

Waiver request: Fish toxicity lest with transgeitic maize
{corn) containing Bacithis iipringiensis var. aiaqai (8.r.)

Cry [T defta endotoxin 45044201 63467 PER
Stgnature Name and TFitle Date
See Page | for Signature 1. Austin Bums, Ph.D. October 27, 2011
Re_gylalory Affairs Manager
EPA Form 8570-35 (9-87) Eleclronic and Paper versions available. Submil only Paper version. Agency intemal Use Copy
Monsanto Company 1 1-CR-192E-2R Pagedl of 110
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5 Form Approved OMB No. 2070-0080
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection ot information is estimated to average 0.25 hours per response for registration activities and 0,25 hours per
response for reregistration and speciat review activities, including fime for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this cotlection of information, including suggestions for reducing the burden to: Director, QPPE Information Management Division (2137), U.8. Environmenial Prolection Agency,
401 M Sireet, S.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Dalte: Ociober 27, 2011 EPA Reg, Noifile Symbol; 68467-2 Page 25 of 66
Applicant'sRegisirant's Name & Address:

Monsante Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® | fnsect Protection

tngredient 8.« CrylT prolein and the genetic material neccssary for production (ptasmid insert PHP8999) in maize (QECD ldentifier: DAS-615@7-1}

Guidetine Reference Number Guideline Study Name MRID Number Submilter Status Nole

ttigh dose demnonstration of Cry!F evenls TC1360 and
TC1507; European corn borer 45131101 68467 PER

Toxicity of the Crytt protein (o neonate larvae ot the

monarch bullefty ( Dagnans plexippws (Linncaus)] 45131102 68467 PER
Public interesr document for CrytF-protecled com 45131103 68467 PER
Thermotability of Cry!F (truncared) della endoloxin 45274801 68467 PER
Composiliona! analysis of maize MPS hybrid Jine 1507 45274802 68467 PER

Cry1¥ laterat flow test kit procedure for analyzing CrylF
cormn grain 45279301 68467 PER

Method validation report for the delermination of Cryl¥
della endotoxin protein in grain by Enzyme-Linked

immunosorbent Assay 45279302 68467 PER
Signature Nanie and Title Date
See Page 1 for Signature 1. Austin Bugns, Ph.D). October 27, 2011
| Regulatory Affairs Manager
EPA Fomm 8570-35 (9-97) Electronic and Paper versions available, Submit only Paper version. T Agency Internat Use Gopy
Monsanto Company 11-CR-192E-2R Page 42 of 110
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-~ Form Approved OMB No. 2070-0080
wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Wasghington, D.C. 20460
Paperwork Reduction Act Notice: The public repaorting burden for this cellection of informalion is estimated to average 0,25 hours per response for registration activities and (.25 hours per
response for reregistration and special review activities, including time for reading the inslructions and compleling the necessary forms, Send comments regarding the burden estimale or any

other aspect ot this collection of information, including suggestions for reducing the burden to; Direclor, OPPE tnformalion Managemenl Division (2137), U.S. Environmental Proteclion
Agency, 401 M Street, S.W,, Washinglen, BC 20460. Do net send the form to this address.

DATA MATRIX

Date; Qclober 27, 2011 EPA Reg, No.fFile Symbol: 68467-2 Page 26 0T66
Applicant's/Registrant's Name & Address:

Monsanto Company, 800 N. Lindbergh Blvd,, St. Louis, MO 63167 product:  Hercuiex® [ Inseci Protection
tngredient 8.t CrytF prolein and the genelic material necessary for production {plasmid insert PHPRY999) in maize (OECD Idenlifier: DAS-@t367-1)

Guideline Referenee Number Guideline Shudy Name MRiD Number Submitter Status Note

Supplement to MRID 4513 1102: Supplemental data -
High dose demonstration of Cry IF events TC 1360 and
TC1507: European eorn borer 43307701 68467 PER
Waiver request: Fish toxicity test 1o assess the potential
effects of maize eontaining Bacitfus thuringiensis var.
aizawai (Bt) CrytF insecticidal protein ({CF) in native
fish 45307702 68467 PER

Supplement to MRID 43020109; CrylF Bociffus
thuringiensis var. aizawai defta endotoxin: A dietary
toxicity study with green lacewing larvae 45307801 68467 BER

Supplement to MR 45020 L10: CrytF Bocifus
thuringiensis var, sizawai delta endotosin: A dictary
toxicity study with green ladybird beetle 45307802 68467 PER

Supplement to MRID 450201 t1: CryF Baciflus
Rrenglensis var. aizawai delta endotoxin: A dictary
toxieity study with parasitie hymenoptera 45307803 63467 PER
Supplement to MRID 45020106: Cry{F Baciffus
thuringtensis var, aizawal delta endotoxin: An acute
loxicily sludy witl the earthworm in an artificial soil

substrate 45307804 68467 PER
Signature Name and Title Date
See Page 1 for Signature I. Auslin Burns, Ph.D, QOctober 27, 2011
. Regulatory Affairs Manager
EPA Form B570-35 (9-97) Electronic and Paper versiens available. Submit only Paper version, o Agency internat Use Copy
Monsanto Company 11-CR-192E-2R Page 43 of 110
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“ Form Approved OMB No, 2070-0060
wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Wash!_ngton. D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this colleclion of informatien is eslimaled 1o average 0,25 hours per respense fer registration activities and 0.25 hours per
response fer reregistration and special review activilies, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
olher aspect of this collection of infermation, including suggestions for reducing the burden lo: Director, OPPE Informalion Management Division (2137), U.S. Environmental Protecticn

| Agency, 401 M Streel, S.W., Washington, DC 20460. Do not send the form te lhis address.

DATA MATRIX

Date. Oclober 27, 2011 EPA Reg. NoJ/File Symbol: 68467-2 Page 27 of 66
Applicant/Registrant’s Name & Address'
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® I Insect Protection
| Ingredient _B.1. Cry1F protein and the genetic matcrial nccessary for production (plasmid insert PHP8999) in maize (OECD Identifier. DAS-@1507-1)
Guiideline Reference Number Guideline Study Name MRID Number Submilier Staws Note

Supplement to MRID 45041503 Evaluation of the dictary
effect(s) on haneybee development using bacterially
expressed B.r. CryIF delta endotoxin and polien from
maize expressing B... CryIF delta endotoxin 45307805 (8467 PER

Exposure and risk assessment of Hcrcul:':x 1Bt field com
pollen to Karner blue butierfly 45512901 63467 PER

Nutritional equavalency of B.r CrylF maize - poultry
feeding study 45622001 (68467 PER

Ficld survey of beneficial arthropods associaled with
Bacillus thuringiensis Cry |F maize 45648001 68467 PER

Field surveys of non-target invertebrale populations in
B.r.com 45652001 20778 PER

Development and characierization of Enzyme-Linked
Immunosorbent Assay (ELISA) for detection of CrylF

protein 45685601 68467 PER
Signature ' Name and Title Date
See Page 1 for Signature J. Austin Bums, PILD. October 27, 2011
. . Regulatory Affairs Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version, Agency Internal Use Copy
Monsanto Company 11-CR-192E-2R Page 44 of 110
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<EPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

Washingj:on. D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Netice: The public reporting burden for this colleclion of infermalion is eslimated to average 0.25 hours per response for registration aclivilies and (.25 hours per
response for reregisiration and special review activities, including time for reading the inslruclions and completing the necessary forms, Send comments regarding the burden estimale or any
other aspecl of this colleclion of informalion, including suggeslions for reducing lhe burden te: Direclor, OPPE Informalion Managemenl Division (2¢37), U.S, Environmenlal Proleclion Agency,
401 M Street, S.W., Washinglon, DC 20460, Do not send Lhe form to this address,

DATA MATRIX

Date; Oclober 27, 2014

EPA Reg No/File Symbol. 684672

Page 28 of 66

Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167

Produet:

Heratilex® 1 fnsect Proteciion

Ingredicnl .t CryiF protein and [he genelic malerial necessary for production {plasmid insert PHPES99) in maize (OECD Identifier: DAS-£315(37-1)

Guideline Reference Number

Guideline Study Name

MRID Number

Subnuitter

Stalug

Nole

Independent laboratory validation of method GRM 02,13,
determination of CrylF delta endotoxin protein incorn
grain by an of Enzyme-Linked Immunosorbent Assay

45685602

68467

PER

Supplement to MRID 45131102 Toxicily of the CrylF
protein to neonale larvae ol the monarch butterfly
{Danans plexippus (Linneaus)) ;

45759701

68467

PER

Stewardship of Herculex [ Inseet Protection with respect
to the secondary lepidopteran pest, western bean cutwomt
{Richia albicosta Smith)

45896501

68467

PER

Lack of cross rcactivity between CryLF protein in
Hereulex | maize and Lhe dust mite Der p7 protein with
human sera positive for Der p7-IgE

46444001

68467

PER

Monitoring the susceptibility of Eurgpean corn borer to
CrylAb and CrylF Bt proteins: Results from the 2004
collections and dispausing latvae collected in 2003

46583101

30778

PER

Stewardship of evenl TC1507 masze with respect to the
secondary lepidopleran pests lesser corn stalk borer
(Elasmopaipns lignoselins Zeller), southern com stalk
borer {Diarraea crambidiodes Grote), and sugarcane borer
(Bigtraca saccharalis Fabricius)

46600201

68467

PER

Signature

See Page 1 for Signature

Name and Title
I. Auslin Burns, Ph.D.
Remulalory Affairs Manager

Pate
October 27, 2011

EPA Form 8570-35 {9-97) Electronic and Paper versions available. Submil only Paper version.

Monsanto Company

11-CR~192E-2R

Agency internal Use Copy

Page 45 of 110
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W Form Approved OMB No. 2070-0060
wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C, 20460

Paperwork Reduction Act Notlce: The public reporting burden for [his collection of information is estimated to average 0.25 hours per response for regisiration aclivities and (.25 hours per
response for reregistsation and special review activilies, including time for reading Ihe instruclions and compleling the necessary forms. Send commenls regarding the burden estimate or any
olier aspect of this collection of information, including suggestions for reducing the burden to: Direclor, OPPE Informalion Management Division (2137), U.S. Environmental Protaction Agency,
401 M Street, S.W., Washingten, DC 20460. Do not send the form to this address.

DATA MATRIX

Date: Oclober 27, 2011 EPA Reg. Mo /File Symbol: 68467-2 Page 29 of 66
Applican's/Registrant's Name & Address;

Monsanto Company, 800 N. Lindbergh Blvd., 8t. Louis, MO 63167 Product:  Herculex® I fusect Protection

[ngredient B.1. CrylF protein and Ilic genetic material necessary for production {plasmid insert PHP8999) in inaize (OECD Identifier: DAS-091507-1)

Guidcline Reference Number Guideline Study Name MRID Numbcr Submitter Status Notc

Slide presentation summarizing Buropean corn borer and
Cry | F resistance moniloring update 46695801 68467 PER

Insect resistance management compliance assurance
program report for corn borer-protected Bl corn 46747501 80778 PER

Field surveys of non-target invertehratc populations in Bt
corn: Supplement to MRID No. 45652001 46734601 80778 PER

Monitoring the susceptibility of com lepidopteran pests to
Cryl Ab and Cry| F proteins: 2005 monitoring results 46374901 80778 PER

Research results on 2004 European corn borer collections
from Hamilton County, lowa: Cry|F 47011201 63467 PER
Insect resistance management compliatice assurance
progrant report for corn berer-protected Bt comn, corn
rootwarm-protecled Bt com, and corn barer/corn

rogtworm protected stacked Bt corn 47044401 80773 PER
Signature Name and Title Date
See Page 1 for Signature J. Austin Bumns, Ph.D. Qctober 27, 2011

Regulatory Affairs Manager

EPA Form 8570-35 (9-97) Eleclronic and Paper versions available. Submil only Paper version. Agency Internal Use Copy

Monsanto Company 11-CR-192E-2R Page 46 of 110
92



_— Form Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Netice: The public reporting burden for this collection of information is estimated to average 0,25 hours per response for registration activities and 0,25 hours per
response for reregistrafion and special review activilies, including time for reading the instructions and completing the necessary forms, Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Direclor, OPPE Information Managemeni Division {2137), U.5. Environmental Protection
Agency, 40t M Sireet, S.W,, Washington, 5C 20460, Do not send the form 1o this address.

DATA MATRIX

Date: Qctober 27, 2011 EPA Reg No./File Syinbol: 68467-2 Page 30 of 66
Applicants/Registrant's Name & Address.

Monsante Company, 800 N. Lindbergh Blvd., St. Louts, MO 63167 Product: Herculex® I Insect Protection
tngredient  B.#. CrylF prolein and the genetic material necessary for production (plasmid inscrt PHP8999) in maize (OECD Identificr: DAS-0115007-1)

Guideline Reference Number Guideline Study Name MRID Number Submiiier Status Note

Monitoring the susceptibility of corn lepidopteran pests to
CrytAband Cry!F proleins: 2006 monitoring resuits 47118401 30778 PER

Sni{ accumutation of Cry IF afler three years of c}opping
with Herculex | o 47120701 63467 PER

TC1507 maize and fall armwyworm in Pucno Rico : 4TL7600 683467 PER

Proposed revisions to tRM-related registration
requirements for Cry{ plant-incorporated protectants in
ticld corn 47407001 80778 PER

Monitoring the susceptibility of corn lepidopteran pests to
Cry| Ab and Cry1F proteins: 2007 monitoring results 47413901 80778 PER

Proposed revisions to IRM-related registration
requirements for Cry! plant-incnrporated protectants in

{ield corn 47543901 30778 PER
Signature Name and Title Date
See Page 1 for Signature 1. Avstin Bums, Ph.D, QOctober 27, 2011
Remiatory Affairs Manager
EFA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
Monsanto Company 11-CR-192E-2R Page 47 of 110
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o Form Approved OMB No. 2070-0060
'E'ﬁE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.,
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of infermation is estimated to average 0.25 hours per respense for registration aclivities and 0.25 hours per
response for reregisiration and special feview aclivities, including time for reading the instrucliens and completing the necessary forms. Send comments regarding the burden estimate or any
clher aspect of this cellection of informalion, including suggestions for reducing Ihe burden to: Directer, OPPE Information Management Division {2137}, U.S. Environmental Proteclion
Agency, 40t M Street, S.W., Washinglen, DC 20460, Do nol send the form 1o this address.

DATA MATRIX

Date; Qelober 27, 2011 EPA Reg, No./File Symbol: 68467-2 Page 3| of 66
Applicant's/Registrant's Name & Address:

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Produet:  Herculex® 1 Insect Protection
{ngredicnt B.1. Cry tF protein and the genetic malerial necessary for production (plasmid insert PHP8999) in maize (QECD Identifier: DAS-@G5G7-1)

Guideline Reference Number Guidehne Study Name MRID Number Subimtter Status Note

Meniloring the susceplibility of com lepidopteran pests to

CryiAb and Cry{F proteins: 2008 manitoring resulls 47841801 80778 PER

Menitoring the susceptibility of carn lepidopteran pests to
Cryl Ab and Cry | F proteins: 2009 monitoring results 4797100 80778 PER

Production Report and Certificate of Analvsis of
Truncated Cry{F (TSN 104550} 481930014 63467 PER

2010 Insect Resistance Management Compliance
Assurance Program for Corn Borer Protected B Corn,
Com Rootworm Proteeled Bt Corn, and Corn Borer/Com
Rootworm-Proteeted Stacked Bt Corn 48375001 80773 PER
Enhanced Insecl Resistance Managemenl Compliance
Assurance Program for Corn Borer Protected Bt Corn,
Comn Rootworm Protecled Bt Cormn, and Corn Barer/Corn

Rootworm-Protected Stacked Bl Corn 48375401 20778 PER
Signature ; Name and Title Date
Sece Page I for Signature 3. Austin Bums, Ph.D. October 27, 2011
_ Regulatory Affairs Manager
EPA Form 8570-35 (3-97) Elecirenic and Paper versions avaitable, Submil only Paper version. Agency tnternal Use Copy
Monsanto Company 11-CR-192E-2R Page 48 of 110
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SEPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

Washington, D.C. 20460

Form Approved OMB No, 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this collection ol informalion is eslimated to average 0.25 hours per respense for registration aclivilies and 0.25 hours per
response for reregistration and spacial review activities, including time for reading the instruclions and compleling the necessary forms. Send comments regarding the burden eslimate or any
other aspect of this collection of inlormation, including suggeslions for reducing Ihe burden lo: Director, OPPE |nformalion Managemeni Division (2137}, U.S. Environmenlal Proteclion Agency,
401 M Sireet, 5.W., Washington, OC 20460. Do not send the form to this address.

DATA MATRIX

Date: Oclober 27, 2611 EPA Reg. No /File Symbol: 524-551 I Pape 32 of 66
Applicant's/Registranl's Name & Address: Product: MON 88017
Monsanto Company, 800 N, Lindbergh Blvd., St. Louis, MO 63167
tngredient B.£. Cry3Bhb1 protein and the genelic malerial (veclor ZMIR39) necessary for ils produclion in cvent MON £8017 corn (OECD Unique Identifier: MON-388G[7-3)
Guideline Reference Number Guideline Study Name MRID Number Submiuer Stalus Nole
Conditigms of Registrition for MON 38017 (EPA Reg.
N 524-551 ) and MON 89034 x MON 88017 (EPA Reg.
Na.524-576 1, and Response i EPA's Reqanst for
Additional Infonmation on Menswito's Resistance Cont Terms &
Rootwarm {CRW} Monitoring Progranm. 484368-01 M lo Company QOWN Couditions
Condilions of Registralion for MON 88017 (EPA Reg.
No. 524-551) and Condilians of Registration for * Terms &
MON 89034 x MON 88017 {EPA Reg, No. 524-576). 434368-01 Monsanto Conpany OWN Condilions
Enhanced Inscel Reststance Management Compliance
Assurance Program for Com Borer Protected 81 Corn,
Corn Rootworm-Prelecied Bt Com, and Com Borer / Terms &
Cotn Roolwomm Prolected Stacked Bt Com. 483751-01 ABSTC PER Condilions
Annnal Sales Repart for MON 810, MON 863, MON 863
* MON 810, MON 88017, MON 88017 x MON 810,
MON 89034, MON 88017 x MON £5034, and
MON 88017 x MON 89034 x TC|507 » DAS-59{22-7
(EPA Reg, Nos. 524-489, 524-528, 524-545, 524.551, Terms &
524.552, 524-575, 524-576, and 524-581). 483678-D1 Monsanlo Company OWN Condilions
2009 Scason Mowuitoring for the susceptibility of Nyonale
Western Corn Rootwonn Larvae (o the Baciffns Terms &
it ingientsis Cry3Bhl Protein. N/A Monsanlo Company OWN Condilions
2009 Season Monitoring for the Susceptibility of Neonate
Western Corn Rootworm Larvae o the Baciffus Terms &
thiinglensis Cry3Bhi Protein, 482080-01 Monsanie Company OWN Condilions

Signature

See Page 1 for Signature

Nane and Title
J. Auslin Burns, Pk.D.

Regulatory Affairs Manager

Date
October 27, 2011

EPA Form 8570-35 (8-97) Elecironic and Paper versions available. Submit only Paper version.

Monsanto Company

11-CR-192E-2R

Agency Internal Use Copy

Page 49 of 110
25




- Form Approved OME No. 2070-0060
wE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for Lhis colleclion of informalion is estimaled to average 0.25 hours per response for regislralion activities and 0.25 hours per
response for reregisiralion and special review aclivilies, including time for reading lhe inslruclions and compleling Lhe necessary forms, Send commenls regarding the burden eslimale or any
olher aspecl of Lhis colleclion of infarmalion, including suggestions for reducing Lhe burden lo: Direclor, OFPE Informalion Managemenl Division (2137}, U.5. Environmental Proleclicn Agency,
401 M Sireet, 3.W., Washington, DC 20480. Do nol send the form Lo Lhis address.

DATA MATRIX

Date: Oclober 27, 2011 EPA Reg. No fFile Symmbol: 524-551 I Page 33 of 66

Applicant'sRegistrant's Name & Address: Produet: MON 88417
Monsanto Company, 800 N. Lindbergh Blvd., St. Louts, MO 63167

tngredient B.L Cry3Bbl protein and the genelic material (veclor ZMIR39) necessary for its praduclion in event MON 88017 eom (OECD Unique Idenlifier: MON-88917-3)

Guideline Referenec Number Guideline Study Name MR D Nuinber Submincr Status Note

2009 Ingeet Resistance Management Compliance
Assurance Program Report for Com Borer-Protected Bt
Com {EPA Reg Nos. 524-489, 68467-2, 67979-1, and
29964-3), Com Rootwonu-Protected Bt Com (EPA Reg.
Nos. 524-528, 524-551, 68467-5, 67979-5, and 29964-4),
and Corn Borer/Corn Rootwonn-Protected Stacked Bt
Com (EPA Reg. Nos. 524545, 524-552, 524-576, 68467- Terms &
6, 67979-8, and 29964-5). 479710-01 ABSTC PER Conditions

Annual Sales report for MON 810 (EPA Reg.No. 524-
489), MON 863 (EPA Reg. No. 524-528), MON 863 %
MON 810 (EPA Reg. No. 524-545), MON 88017 (EPA

Reg, MNo. 524-55 1}, MON 89034 (EPA Reg. No, 524-575) Terms &
and MON 89034 x MON 88107 {(£PA Reg. No. 524-576). 4796 14-01 Monsanto Company OWN Conditions
2008 Season Monitonng for the Susceptibility of Neenate

Western Corn Rootwor Larvae 1o the Bacilfus Terms &
thuringiensis Cry3BL1 Protein, 478846-01 Monsanto Company OWN Canditions

2008 Insect Resistance Management Conpliznce
Assurance Progratn Report lor Com Borer-Protected Bt
Corn (EPA Reg. Nos. 524-489 68467-2, 67979-1, and
29964-3), Corn Roeotwonn-Protected Bt Com (EPA Reg.
Nos. 524-528, 524.551, 68467-5, 67979-5, and 29964-4),
and Com Borer/Com rootworm-Proteeted Stacked Bt

Corn (EPA Reg. Nos. 524-545, 524-552, 68467-6, 57979- “Terms &
8. and 25964-5). ; 476633-01 ABSTC PER Conditions
Signature Name and Title Date
See Page 1 for Signature J. Austin Burns, Ph.D. October 27, 2011

Regulatory Affatrs Manager

EPA Form 8570-35 (9-97)_§eclmnic and Paper versions available, Subrmil only Paper version. Agency Internal Use Copy

Moasante Company 11-CR-192E-2R Page 50 0of 110
o6




e Form Approved OMB No. 2070-0080
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notlce: The public reporting burden for this collection of information is estimated to average 0.25 haurs per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading lhe instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this callection of information, including suggestions for reducing the burden to: Director, OPPE Informalicn Management Division (2137), U.S. Environmental Prolection Agency,
401 M Street, 5.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Date: October 27, 2011 EPA Reg. No.fFite Symbol: 524551 | Page 34 of 66

Applicant' ¥Registrant's Name & Address: Product: MON 88017
Monsanto Company, 800 N, Lindbergh Blvd., St. Louwis, MO 63167

tngredient 8.£ Cry3Bbl protein and the genetic material (vector ZMIR39) necessary for its production iu event MON 88017 com (OECD Unique Tdentifier: MON-88@17-3)

Guidcling Reference Number Guidcline Study Name MRID Numbcr Submifter Status Nafc

Annual Sales Report for YieldGard Com Borer Comn
{EPA Reg. No. 524-489), YieldGard Rootworm Com
{EPA Reg No. 524.528), YietdGard Plus Corn (EPA
Reg, No. 524-545), MON 88017 (EPA Reg, No. 524-
551), and MON 88017 x MON 810 {£PA Reg. No. 524- Terms &
552). 47663 101 Monsanto Company OWN Conditions

2006 Insect Resistance Management Compliance
Assurance Program for Corn Borer-Pratecled Bt Corn,
Com Roolworm-Protected Bt Corn and Comn Borer/Com Terms &
Rootwonn-Protected Stacked Bt Com. {ABSTC Report). 470444-01 ABSTC PER Conditions

Submission of Annual Sales Report for YieldGard® Com
Borer corn (EPA Reg. No. 524-489), YieldGard®
Rootworm corn {EPA Reg. No. 524-528), YietdGard®™
Plus com (EPA Reg. No. 524-545), MON 88017 (EPA

Rep No. 524-551) and MON 88017 x MON 310 (EPA Terms &
Reg,. No. 524-552), (2007}, 47043101 Maonsanto Company OWN Conditions
Susceptibility of Nconate Rootworm Larvace to the
Cry3Bbt toxin from Bacillus vhuringientis: 2005 Daia Terms &
Summary, 46049 10| M to Company OWN Conditions
Signature Natne and Title Date
Sece Page 1 for Signature . Austin Bums, Ph.D. October 27, 2011

Repulatory Affairs Manager

EPA Form 8570-35 (9-97) Electronic and Paper versions available, Submil only Paper version. Agency Internal Use Copy
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2 Form Approved OMB No. 2070-0060
wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of informaiion is estimated io average 0.25 hours per response for registration activilies and 0,25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this celiection of information, including suggesiions for reducing the burden to: Director, OP PE information Management Division (2137, U.S. Environmenial Protection Agency,
401 M Street, SW., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Date; October 27, 2011 EPA Reg. No./File Symbol: 524.551 | Page 35 of 66
Applicant's/Regisrant's Name & Address: Product: MON 88017
Monsanto Company, 8¢¢ N, Lindbergh Blvd., St. Louis, MO 63167

Ingredient 8.4 Cry3Bbl protein and the genetic material (vector ZMIR39) necessary for its production in event MON 88017 corn (QECD Unique [dentifier: MON-§8@17-3)

Guidcline Reference Number Guideline Study Name MRID Number Submitter Siatus Mote

Sidhu, R. 8. {2004). Human Health and Environinental
Assessment of the Plant-Incorporated Protectant Baciffus
rhurngiensis Cry3BbI1 Protein Produced in MON 88017, Froduct
8851100 MSL-i18835 461817-0i Monsanto Company OWN Characterization

Beaslcy, K. A, HL.M. Anderson., P.B. Wimberley, D.W.
Mittank , and R.P. Lirettc {2002}, Moiccular analysis of
YieldGard*Rootworm/Roundup Ready®Corn Event MON Produet

2851100 88017 MSL-17609 : 461817-02 Monsanto Company OWN Charactctization

Bhakta, N. 8., A_J, Hartmann, and ], C. Jennings (2003},
Cry3Bbi and (P4 EPSPS Protein Levcls in Corm Tissucs
Coliected from MON 88031 7 Corn Produced in U.S. Field Froduct

8851100 Trials Conducted in 2002. MSL.-18823 461817-03 Monsanto Company OWN Characlerization

Duan, 1 J, M. S Paradise and C, Jang (2003).
Evaiuation of Functional Equivalenee of Two Cry3Bbi
Protein Vatiants Against Susceptible Colcopleran species., Product
8851100 MSL-1875% 461817-04 Monsanto Company OWN Charactenization

Hileman, R. E. and I D. Astwood (2001). Additional

Charactenization of the Cry3Bbi Protein Produced in Product
8851100 MON 863. MSL-i7137 454240-10 Monsanto Cowpany OWN Characterization
Signature Name and Title Date
See Page 1 for Signature J. Austin Bums, Ph.DD. October 27, 2011
" Regulatory Affairs Managet
EPA Form 8570-35 (9-97} Elecironic and Paper versions available. Submil only Paper version. Agency tnternai Use Copy
Monsanto Company 11-CR-192E-2R Page 52 of 110
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<EPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

Washington, D.C. 20460

Form Approved OMB No, 2070-0060

Paperwork Reduction Act Notlce: The public reporting burden for this collection of information is estimated to average 0.25 heurs per response for regisiration activities and 0.25 hours per
response for reregistration and special review activities, including time tor reading the instructions and completing lhe necessary forms. Send commenis regarding the burden eslimate or any
other aspect of this colleclion of informallon, including suggestions for reducing the burden to: Direclor, OPPE Informalion Management Owision {2137), U.S. Environmenlal Protection Agency,
401 M Street, SW., Washington, DC 20460. Do nol send the form to this address.

DATA MATRIX

Date: October 27, 2011

EPA Reg No /File Symnbol: 524-551 | Page 36 of 66

Applicant's/Registrant’s Name & Address:
Monsante Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167

Produd: MON 88017

Ingredient B.¢. Cry3Bb] protein and the genetic material (vector ZMIR39) necessary for ils production in event MON 88017 com (OECD Unique [dentifier: MON-88017-3)

Guideline Reference Nuinber Guideline Study Name MRID Number Submiller Siatns Notv
Hileman, R. E, G. Holleschak, L. A. Turner, R. 8.
Thoma, C. R. Brown and J. D. Astwood (2001).
Characterization and Equivalence of the Cry3Bb1 Protein
Produced by £. cofi Fermentation and MON 863. MSL- Product
885.1100 17274 455382-01 Monsunto Company OWN Characterization |
Brown, M. {2003), TrailChek™ Cry3Bb Lateral Elow
Test Strip and Seed/Chek™ Cry3Bb ELISA Performance
Verification for Corn Sced, Leaf, and Composite Testing,
MSL-19581, in unpublished siudy conducted by Product
860.1340 Strategics Diagnostics, Inc. 463942-01 Monsanto Cnmpany OWN Charactenzation
Dudin, Y A, B-P Tonnu, L. D, Albec and R. P Lirctte
(2001). Amended Report for MSL-16559: B.r.
Cry3Bbt.11098 and NPTI1 Protcin Levels in Sample
Tissue Collected from MON 863 Grown 1 1999 Ficld Product
8851100 Trials. MSL-17181 454240-01 Monsanto Conipany OWN Characterization
Supplemncntal Information for “Evaluation of Functional
Equivalence of Two Cry3Bbl Protein Variants Against Product
885.1100 Suseeplible Coleopteran Specics™ (MRID No. 461817-04) 465783-03 Mnnsanto Company OWN Charactenizalion
Thoma, R. S, G. Holleschak, R. E. Hileman and J. D
Astwnod (2001). Primary Structural Protein
Characterization of MON 863 Cry3Bbl.11098 Protein
Using N-terminal Scquencing and MALDI Time of Flight Product
885.1100 Mass Speciromelric Techniques. MSL-17154 454240-1 1 Monsanto Company OWN Characterization
Stgnature Name ard Title Date
See Page 1 for Signature J. Austin Burns, Ph.D. October 27, 2011
- Regulatory Affairs Manager
EPA Form 8570-35 (9-97) Eleclronic and Paper versions available. Submil only Paper version. Agency Internal Use Copy
Monsanto Company 11-CR-192E-2R Page 53 of 110
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~ Form Approved OMB No. 2070-0060
WE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W,
Washington, D.C. 20460

Paperwork Reduction Acl Notice: The public reporting burden for this colleclion of informalion is eslimaled (o average 0.25 hours per response for regisiralion aclivilies and 0.25 hours per
response for reregistralion and special review activilies, including lime for reading the instructions and completing the necessary forms. Send comments regarding the burden estimale or any
other aspecl of this colleclion of informalion, including suggestions for reducing {he burden 1o: Director, OPPE Informalion Managemeni Division {2137), U.S. Environmenlal Proleclion Agency,
401 M Sireel, S.W., Washinglon, DC 20480. Do nol send the form 10 this address.

DATA MATRIX

Date: Gcelober 27, 2011 £PA Reg. No/File Symbol: 524.551 Page 37 of 66
Applicant's/Registrant's Name & Address:

Monsante Company, 800 N, Lindbergh Blvd., St. Lounis, MO 63167 Proguct.  MON 88017

Ingredient 5.7 Cry3Bbl protein and the genclic material {vecior ZMIR39) necessary for its production in event MON 88017 com (OECD Unique Identifier: MON-88@17-3)

Guideline Reference Number Guideline Study Name MRID Number Submiiter Stalus Naote

Subinission of Suppteiuental Data (May 21,2001} in
Support of the Application lor Registration of MON 863:
Corn Rootworii Proteeted Corn (Vestor ZMIR13L); EPA Product

3851100 File Symbol 524-LEL B N/A Monsante Company OWN Charactenization

Dudin, ¥, B-P. Tonnu and R, P. Lirette (2001).
Cry3Bbl, CrylAb and NPTIl Protein Levels in (he Dual-
trait Maize Hybrid MDN 863 x MON 810 Produged in
Argentinian Field Trials Conducted During the 1999-2000 Produet
885.1100 Growing Season. MSL-17266 457917-02 Monsanto Corupany OWN Charaeterization

Holleschak, G., T. C. Lee, R E. Hileman, P. D. Pyla, and
I. D, Astwood {2001). Amended Report for MSL-15835:
Assessment o the Equivalence of B.r. Prolein {1098, Br
Protein 11231 and NPTI Protein Expressed in Corn
Events MON 853 and MON 860 to Microbial Sources. Product
B85 1100 MSL-17222 454240-04 Monsanto Company OWN Characterizatinn

Supplemental {nformation for “Cry3Bbl and CP4 EPSPS
Protein Levels in Corn Tissues Colleeted [fom MON
88017 Corn Produced in .S, Field Trials Conducted in Praduet
585, 1100 20027 (MRID No. 461817-03} 46578302 Monsanto Company OWN Characicrization

Holleschak, G.,R. E. Hileman, and J. D. Astwood {2001},
Amended Report for MSL-16396: Assessment of the
Physicocheinical Equivalence of Cry3Bb{.11098 and

NPT Proleins i1 Corn Event MON 863 Lo Microbial Product
8851100 Sourees. MSL-17220 454240-035 Monsanto Company OWN Charaeterization
Signature Name and Title Date
See Page 1 for Signature I. Austin Burns, Ph.D. October 27, 2011
_ Regulatory Affairs Manager
EPA Form 8570-35 (9-97) Elecironic and Paper versions avaitable. Submil only Paper version. Agency Inlernal Use Copy
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- Form Approved OMB No. 2070-0060
wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for lhis coliection of information is eslimaled to average 0.25 hours per response for regisiration aclivilies and 0.25 hours per
response for reregistration and special review aclivities, including lime for reading The instructions and completing Ihe necessary forms. Send comments regarding the burden eslimate or any
olher aspect of this collection of information, including suggestions for reducing the burden to: Direclor, OPPE Information Managemen{ Division {2137), U.S. Environmental Protection Agency,
401 M SIreat, S W., Washington, DC 20460, Do not send the form to this address.

DATA MATRIX

Date: October 27, 2011 EPA Reg. No/File Symbol: 524-551 Page 38 ol 66
Applicants/Registrant's Name & Address:

Monsanto Company, 800 N. Lindbergh Blvd., St. Lowis, MO 63167 Product: MON 88017

Ingredient B.Z. Cry3Bbl protein and the genetic material (vecior ZMIR39) neeessary for its production in event MON 88017 com (OECD Unique ldentifier: MON-88(17-3)

Guideline Reference Number Guideline Study Name MRID Number Submitter Stalus Nolg

Supplemental iInformarion for “Moleenlar Analysis of
YieldGard® Rootworm/Roundup Ready” Corn Event Product
825.1100 MON 28017 (MRID No. 461817.02) 4£5783-01 Monganlo Cotpany OWN Characterization

D. Kolwyek, B-P. Tonny, Y. A. Dudin, T. Ploesser and
K. Gustalson (2001). Validated Method for Extraction
and Direet ELISA Analysis of Cry38b1 in Corn Grain, Product
260.1340 Monsanto Ref. No. 99-640E-1. 453731-01 Monsanto Company OWN Characterization

Astwood, §. D, R E Hileman, M. J MeKee, T § Rydel,
J.W_Seale and L. English (2001). Safety Assessment ol
Cry3Bbt Varfams in Com Roolworm Protected Com. T{uman Health
N/A MSL-17225 454240-0% Monsanto Company OWN Assessment

Hileman, R. £, J. N. Leach and 7. D. Astwood (2001).
Assessment of the in vifro Digestibility of
Cry3Rbi.11098((G349R ) Prolein in Simulated Intesiinal Hunian Health
8851100 Fluid, MSL-17330 453770-02 Monsante Company OWN Assessment

Holieshak, G, R. E. Hileman and J. D. Astwood {2001).
Amended Report for MSL-16597: Immunodetectability of
Cry3Bbt. {1098 and Cry3BbI .t {231 Proleins in the Grain

of Inseet Proteeted Com Events MON 863 and MON 853 Human Health
285 1100 After Heat Treatment. MSL-17223 454240-07 Monsanto Company OWN Assessment
Signature _ Name and Title Date
See Page 1 for Signature J. Austin Burns, Ph.D. Getober 27, 2011
Regulatory Affairs Manager
EPA Form 8570-35 {9-97) Electronic and Paper versions available, Submil only Paper version, Agency Internal Use Copy
Monsantoe Company 11-CR-192E-2R Page 55 of {10
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s Y Form Approved OMA No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice; The public reporting burden for this collection ot information is estimated to average 0.25 hours per response for registration activities and .25 hours per
response for reregisiralion and speciai review activilies, including time for reading the instruclions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, ingluding stggestions for reducing the burden to; Director, OPPE Information Management Division (2137), U.S. Environmental Proleclion Agency,
401 M Sireet, S.W., Washingion, DC 20480, Do not send the form to this address.

DATA MATRIX

Dalte: QOctober 27, 2011 EPA Reg. No/File Symbol: 524-551 Page 39 0l 66
Applieant's/Registrant's Name & Address.
Monsanto Company, 800 N. Lindbergh Bivd,, St. Louis, MO 63167 Product:  MON 88017
tngredient B.2 Cry3Bb1 protein and Ihe genctic waterial {vector ZMIR39) necessary for its production in cvent MON 88017 com (OECD Unigue Identifier: MON-8817-3)
Guideline Reterciice Number Guideline Study Name MRID Ntnnber Submutter Status MNote
Bechtel, €. L. {1999). Acute Oral Toxicity ot Br. - . Human Health
8853050 Protein 11231 in Micc. MSL-16216. ) 449043-05 Mousanto Comnpany OWN Assessment

Hilgman, R, £, E. A Ricg, R E GoodmanandJ. D, |
Astwood (2001). Bioinformatics Evaluation of the
Cry3Bbt Protein Produced in MON 363 Utilizing
Allergen, Toxin and Public Domain Protein Databases. Human Health
885.1100 MSL-17140 454240-08 Monsanto Company OWN Assessment

Bonnette, K. L. and P. D Pyla (2001). An Acute Oral
Toxicity Study in Micc with £. co/i Produced
Cry3Bbl t11098((3349R) Protcin, Amended Final Report. Huinan Heallh
885.3050 MSL-17382 45538202 Monsanto Company OWN Assessment

Leach, J. N, R, E. tileinan and J. D. Astwood (2001)
Asscssment of the in vifro Digestibility of Cry38b1

Protein Purified from MON 863 and Cry3Bhl Protein {funtan Heaith
BB5.1100 Purificd trom E, cofi, MSL-17292 _ 455382-03 Monsanto Company OWN Asscssnient
Bechtel, C. L. (1999). Acute Oral toxicity of B.r. Protein Human Heallh
8853050 11098 in Mice. MSL-162{5 449043-06 Monsanto Company DWN Asscssment
Signature Name and Title Date
See Page 1 for Signature I. Austin Bums, Ph.D, October 27, 2011
" N Regulatory Affairs Manager
EPA Form 8570-35 (9-87) Electronic and Paper versions available. Submit only Paper version. Agency internai Use Copy
Monsanto Company 11-CR-192E-2R Page 56 of 110
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o Form Approved OMB Ne, 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washing_ton, D.C. 20460

Paperwork Reduction Act Notlce: The public reporting burden for this collection of information is estimated lo average 0.25 hours per response for registralion activilies and 0,25 hours per
response lor reregistration and special 1eview aclivities, including lime for reading the instructions and compleling lhe necessary forms. Send comments 1egarding lhe binden estimale or any
other aspecl of this collection of information, including suggeslions for reducing the burden to: Directar, OPPE Information Management Division (2137), U.S. Environmenlal Projection Agency,
401 M Sireet, S.W,, Washinglon, DC 20460. Do not send the form to this address.

DATA MATRIX

Date: Oaober 27,2011 EPA Reg. No.File Symbol: 524-551 Page 40 of 66
Applicant's/Registrant's Mame & Address:

Monsanto Company, 800 N. Lindbergl Blvd,, 8t. Louis, MO 63167 Product: MON 88017

Ingrediem B.£. Cry3Bbi protein and the genetic marerial {vector ZMIR39) necessary lor its produclion in event MON 88017 com (OECD Unique 1dentifier: MON-88@17-3)

Guideline Reference Number Guideline Siudy Name MRID Nuinber Subminter Satus Now

Hileman, R.E. and J. D, Asiwood {1999). Bioinformatics
Analysis of 8.1 Protein 11098 and B.1. Prowein 11231
Sequences Unlizing Toxin and Public Domain Genetic Human Healbth
£85. 1400 Databases. MSL-15870 449043-08 Monsano Company OWN Asscssment

Hileman, R. E. and {. D. Astwood {1999). Bioinformatics
Analysis of 81, Protein 11098 and 8.1 Protein 11231 tluman Health
§35.1100 Sequences Utilizing an Allergen Darabase. MSL-15873 449043-09 Monsamo Company OWN Aszessmen

Leach, . W, R_E. Hileinan, J. W, Martin, R. 8. Thowa,
and 1. D. Astwood (20013, Amended Report for MSL-
15704: Asscssinem of the fz Vitre Digestibility of B,
protein 11098 and 81 11231 Unhzing Mammalian {luman Health
485.1100 Digestive Fale Models. MSL-17166 454240-06 donsanto Company OWN Assessmen

MeKee, M. 1. (2001). Bluegill Dictary Toxicity Swdy for
the Baciffus vhuringiensis Cry3Bhbl Prolem Variant: A Environmental
8854200 Waiver Request. MSL-17383 455382-00 Monsanto Company OWN Agsessment

Drotar, K. R and tL O. Krueger {1999). Bocittus
Varingiensis Protein 11098 in Com Pollen: 43-Hour

885.4240 Swanic Renewal Acute Toxichy Test with the Cladoceran Environmemal
Series 72, Subdivision £ {Daphma thagna). MSL-16163 449043-18 Monsamo Company OWN Assessment
Stgnature Name and Title Date
See Page 1 for Signature J. Ausiin Bums, Ph.D, October 27, 2011
Regulatory Affairs Manager
EPA Form 8570-35 {9-97) Eleclronic and Paper versions available. Submit only Paper version. - ~ Agency internal Use Copy
Monsanto Company 11-CR-192E-2R Page 57 of 110
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o Form Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this colleclion of information is eslimated to average (.25 hours per response for registration aclivities and (.25 hours per
response for reregistration and special review activities, including ime for reading the insiructions and completing the necessary forms, Send commenis regarding the burden estimate of any
other aspect of this collection of information, including suggestions for reducing the burden to: Direclor, OPPE Information Managemenl Division (2137), U.5. Environmental Protection Agency,
401 M Street, S W, Washington, DC 20450. Do not send the form (o lhis address,

DATA MATRIX

Date: October 27, 2011 EFA Reg. No/File Symbol: 524551 Page 41 0T 66
Applicants/Registrant's Namic & Address:

Monsanto Company, 800 N. Lindbergh Blvd., St. Louts, MO 63167 Product. MON 88017

Ingredient 5.2 Cry3Bb1 protein and the genetic material {vector ZMIR39) nceessary for its production in event MON 88017 com {OECD Unique Identifier: MON-886317-3)

Guideling Reference Number Guideline Study Name MRID Number Submitter Status Note

Results of acute toxicity tests with Daphnia and catfish
did not produce any evidenee of adverse effects.

Estuarine and Marine animal studies are waived for this Environmental

product because of the very low to no potential for Asscssment
885 4280 gxposure to Cry3Bbi protein from field corn. NiA Monsanto Company OWN Waived in BRAD

Texiera, D. (2005). Evaluation of Dictary Effects of a .

Cry3Bbi Protein Variant on Minute Pirate Bugs {Grius Environmental
385.4340 insidiosis). MSL-19697 464789-05 Monsanto Coinpany OWN Asscssment

Since the active ingredient in this product i an insect
toxin (Bt endotoxin) that has never shown any toxicity to
aquatic or terrestrial plants, these studies have besn

waived for this product. The Ageney has determined Environricntal
there is no significant risk of genc capturc and expression Asscssment
8854300 of Cry3Bb| protein by wild or weedy relatives of comn, NiA Monsanto Company OWN Waived in BRAD

Palmer, 5. J. and F. O. Krueger (1999). Baciflus
thuringiensis Protein 11231 Dictary Toxicity Study with
the Ladybird Beetle (Hippodamia convergens). MSL- Environmental
885 4340 16166 449043-14 Monsanto Company OWN A nt

Hoxier, K. A, 8. J. Palimer and H. O, Krueger {1999).
Bacilfus tringiensis Protein 11231 An Acute Toxicity

Study with Earthworm in an Artificial Soil Substrate, Environmental
850.6200 MSL-16162 44943-16 Monsanto Company OWN Assessment
Stgnature Name and Titie Date
See Page 1 for Signature J, Austin Buats, Ph.D. October 27, 2011
L Reguiatory Affairs Manager
EPA Form 8570-35 {9-97) Electronic and Paper versions available. Submit only Paper version, Agency Internal Use Copy
Monsanto Company 11-CR-192E-2R Page 58 of 110
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SEPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C, 20460

Form Approved OME No. 2070-0080

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated te average 0.25 hours per response for regisiration activilies and 0.25 hours per
response for reregisiration and special review activities, including time for reading the instructions and completing the necessary forms, Send commenis regarding the burden estimate or any
other aspect of this collection of informalion, including suggestions for reducing the burden to: Director, OPPE Informalion Management Division (2137), U.S. Envirenmenlal Prolection Agency,
401 M Street, S.W,, Washingten, DC 20460. Do not send the form to this address,

DATA MATRIX

Date: October27,2011

EPA Reg. No/File Symbol: 524-551

Page 42 of 66

Applicant's/Registrant’s Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Lovis, MO 63167

Praduct:

MON 88017

tngredient B.2. Cry3Bb1 protein and the genetic nuterial (veetor ZMIR39) necessary

for its production in event MON 88017 corn {OECD Unigue ldentifier: MON-88017-3)

Regulatory Affairs Manager

Guideline Reference Number Guideline Stndy Name MRID Number Submitter Slalus Nole

Teixeira, D. (1999). Assessment of Chronic Toxicity of

Corn Tissuc Containing the Bacithis rhiwringiensis Protein Fuvironmental
$85.4340 11098 te Collembola {Falsomio candida). MSL-15988 44904317 Mansanto Company OWN Assessment

Patumer, 5. 7. and H. O. Krueger (1999). Baciflus I

thuringiensis Protein 11231, A Dietary Study with Green Envirenmental
8854340 Lacewing Larvae {Chrysoperfa carneq). MSL-16165 449043-12 Maonsanlo Company OWN Assessment

Palmer, 5. J. and H. O. Krueger (1999). Bucilius

rhuringtensis Protein 11231: A Dietary Study wilt the

Parasitic Hynrenoptera (Nasonia vitripennis). MSL- Environmental
8854340 16167 449043-13 Mensanto Cotmpany OWN Assessment

Dubelman, §., M. Bhatti, B. Ayden, J. Murphy, . Levine

and C. Jiang (2005). Environmental Fate of Cry3Bb1

Protein in Corn Ficlds Planted with MOM 863 MSL- £nvironmental
835.5200 19285 465103-01 Monsanto Company OWN Assessment

Duan, J. J., G. Head, M. MeKee and T. E. Nickson

{2001). Dictary Effects of Transgenie Bucitus

rinwringiensis (Bt) Com Pollen Expressing a Variant of

Cry3Bbt Protein on Adults ofthe Ladybird Beelle, Environmentzl
885.4340 Coleomegitig macyfara. MSL-16936 453613-01 Monsanlo Company OWN Aysessment

Signature Name and Title Date
See Page 1 for Signature J. Austin Burns, Ph.D. Ogctober 27, 2011

EPA Form 85670-35 {9-97) Electronic and Paper versions available, Submit only Paper version,

Monsante Company

11-CR-~192E-2R

Agency Infernat Use Copy
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- Form Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washingﬁon, D.C. 20460

Paperwork Reductlon Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, inciuding suggestions for reducing lhe burden to: Director, OPPE Information Management Division (2137}, U.S. Environmental Proteclion Agency,
401 M Strest, S.W., Washinglon. DC 204E0. Do not send the form to this address.

DATA MATRIX

Date, Qctober 27,201} EPA Reg No./File Symbol: 524-551 Page 43 of 66
Applicant's/Registrant's Name & Address:

Monsanto Company, 800 N. Lindbergh Blvd., 8t, Louis, MO 63167 Product. MON 88017

Ingredient B.f. Cry3Bhl protein and the genetic material (veclor ZMIR39) necessary for its production in event MON 88017 com (OECD Unique Identifier: MON-88G317-3)

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Notc

Bryan, R. L, J. R Porch and H. O. Krueger {2001).
Dictary Effects of Transgenic BT Corn Pollen Expressing
a Variant of Cry3Bb! Protein on the Ladybird Beetle, Enviranmental
8R5.4340 Hippodamio conrergens. MSL-17171 3 453613-02 Monsanto Company OWN Assessment

Bhatti, M. A, C_L.Pilcher, M.J. McKce, T. E Nickson,
G. P Head and C. D. Pilelier (2001). Field Evaluation for
the Ecological Impact of Corn Rootworm Insect-Protected Environntental
t54-3500 Corn on Non-Target Organisms. MSL-17179 455382-06 Monsanto Company QWN Assessment

Duan, J. I, M. 1, McKee and T. E. Nickson (2001},
Dictary Eflects of Transgenic Bacilius thrringlensis (Bt}
Corn Pollen Expressing a Variant of Cry3Bb ! Protein on
Larvae of the Ladybird Beetle, Cofeomegilla macudara. Environmental
8354340 MSL-16907 455382-04 Monsanto Coinpany QWN Assessmicnt

Scars, M. and M. Mattila (2002). Determination of the
Toxicity of Corn Uellen Expressing a Cry3Bbt Varian:
Protein to First Instar Monarch Butterfly Larvae (Denus Environmental
885.4340 _plexinpys) via Laboratory Bioassay, MSL-17235 455382-05 Monsanto Company DWHN Asscssment

Head, G., M. Plcaw, 8. Sivausupramanian and T. Vaughn

{2001). insccticidal Spectrum of Activity for Cry3Bb Environmenta!
N/A Protein in vitre, CINTO 455382-07 Monsanto Company QWN Assessment
Stgnature Name and Titfe Date
See Page 1 for Signature 1. Austin Bums, Ph.D. October 27, 2011
o Regulatory Affatrs Manager
EPA Form 8570-35 {9-97) Electronic and Paper versions available. Submit only Paper version, Agency Internal Use Copy
Monsanto Company 11-CR-19ZE-2R Page 60 0f 110
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Form Approved OMB No. 2070-0060
{%E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washing&on, D.C. 20460

Faperwork Reduction Act Notlce: The public reporting burden for this colleclion of infarmalion is eslimated to average 0,25 hours per response for registration aclivities and 0.25 hours per
response for reregislralion and special review activities, including time for reading the instruclions and compleling the necessary forms, Send comments regarding the burden esllm_ate or any
other aspect of lhis collection of informalion, including suggestions for reducing the burgen to: Direclor, OPPE Informalion Management Division (2137), U.S. Envitonmenlal Prolection Agency,
401 4 Street, S.W,, Washington, DC 20460. Do nol send the form Lo Lhis address.

DATA MATRIX

Date: Oclober 27,2011 EPA Reg. No/File Symhol: 524-551 Page 44 of 66
Applicant's/Registrant's Nanme & Address:

Monsanto Company, 800 N. Lindbergh Blvd,, 8t. Louts, MO 63167 Product  MON 88017

Ingredient B.¢. Cry3Bbl protein and (he genelic malerial {(veclor ZMIR39) necessary for s production in eventl MON 38017 corit (OECD Unique ldentifier: MON-886317-3)

Guideline Reference Nuntber Guideline Study Name MR I Number Submitter Statils Note

Duan, J. J., M. J. McKee, G. Head and C. R, Brown :
(2002). Endangered Species lmpact Assessment for Environmental
NAA Cry3Bbl Protein in Transgenic MON 863. MSL-17614 455770-03 Monsanto Company OWN Assessment

1

Head, G. (2002}, Research on the Effects ol Com
Rootworm Protected Transgenic Com Events on
Nontarget Organisms: Preliminary Results. Monsanto - Environmental
154-2300 Reference No, 00-CR-032E-7 456530.03 Monsanto Company OWN Assessment

Bhatti, M. A, J. . Duan, C. L Pilcher, M. J. McKee,
T. E Nickson, G. P. lcad and €. Jiang (2002}
Ecological Assessment of Nontarget Organisms in the
Plots of Corn Rootworm Insect Proiected Com Hybrid
Containing MDN 863 Event. 2000 - 2001 Field Trials. Environmental
154-3500 Report MSL-17531 4579 16-01 Monsanto Company OWN Assessment

Sindermamn, A. B, 1. R Porchand H. D. Krueger
(2002). Evaluation of 3 Cry3Bb( Protein Varianl in an
Acute Toxieity Study with the Carthworm in an Artificial Environmental

§50.6200 Soil Substrate. MSL-18137 457571-01 Monsanto Company OWN A 1ent

Gallagher, S. P, J. Grimes and J. B. Beavers { 1999).
Baciltus thuringiensis Protein 11231 in Corn Grain: A

Dietary Toxicity Study with the Northern Bobwhite. Environmental
$85.4050 MSL-16161 449043-15 Monsanto Company OWN A ent
Signature Name ang Title Date
See Page 1 for Signature J. Auslin Bunts, Ph.D. October 27, 2011
. Regulatory Affairs Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions available, Submil only Paper version. Agency Inteinal Use Copy
Monsanto Company 1;-CR-192E-2R Page 61 0f 110
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oo Form Approved OMB No, 2070-0060
'ﬁE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washing_;g)n, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this colleclion of informalion is eslimaled lo average 0.25 hours per response for regisiration activilies and 0.25 hours per
response for reregisiralion and special review aclivities, including time for reading the inslructions and completing the necessary forms. Send comments regarding the burden eslimale or any
olher aspect of lhis collection of information, inciuding suggeslions for reducing the burden {o: Direclor, OPPE Informalion Managemenl Diviston (2137), U.S, Environmenlal Proleclion Agency,
401 I Streel, S.W., Washinglon, DC 20460. Do nol send the form 1o this address,

DATA MATRIX

Date; Oclober 27,2011 EPA Reg No/FileSymmbol: 524-551 Page 45 of 66
Applicant's’Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Bivd., 8t. Louis, MO 63167 Product: MON 838017
Ingredient A.{. Cry3BbI protein and the genetic malerial (veclor ZMIR39) necessary for ils produclion i evenl MON 88017 corn (CECD Unique [denlifier: MON-88031 7-3)
Guideline Reference Number Guideline Study Name MRID NMunber Submitter Status Note
Maggi, V. L. (1999). Evaluation of the Dictary Effect(s}
of Purified Bacitfus viuriugiensis Protein 11231 on Adult Environmental
£85.4380 Honcy Becs (Apis welfifera L), MSL-1616% 449043-11 Monsanto Ctrmpany OWN Assessment

Martin, J. W, M. J. McKce, S, Dubelmanand ¥ A,
Dudin {2000). Acrobic Soil Degradation of Ihe B.x.
Protein | 1098 as a Coinponent of Insect Protected Chue, Environmental
§85.5200 MSL-16440 451568-04 Mansanto Company OWN Asscssment

Dubclman, S, B. Ayden, M. Mueth, 7. A. Warren, C.
ftang, J. Bookout and Y. Dudin (2002). Aerobic Soil
Degradation of the Bacilur rhringiensis Cry3Bbl

Variant Protein Produced in Corn Rootworm Protected Environmental
885.5200 MON 863. MSL-17102 457571-02 Monsanto Comnpany QWH Asscssment

George, B. (2001). Comparison ol Broiler Ferformance

When Fed Diets Containing Events MON 863, Parental Environmental
285.4050 Line or Commercial Corn. MSL-17243 4594 15-0| Monsanto Company OWN Asgessment

Maggt, V.L. (1999). Evaluation of the Dietary Effecls of

Purilicd Baciffus rhmringiensis Protein 11231 on Honey Environnrental
885.4380 Bee Larvae. MSL-16168 449043~ 10 Monsanto Company OWN Assessment

Dubelman, 8., B. Ayden, §. Colyer, B. Ledesma, 8.
Levine, F. Lloyd, G. Mueller, J. Warren & C. Jiang
{2007} Environmenta! Fate of the Cry3Bb1 and CrylAb

Proteins in Com Fields Planted with MON 863 x MON Environmental
885.5200 810 for Three Consceutive Years MSL-20589 472829-02 Monsanto Company OWN Asscssment
Signature Name and Title Date
See Page 1 for Signature J. Austin Bums, Ph.DD, October 27, 2011
- " Reguiatory Affairs Manager
EPA Form 8570-35 (9-97) Elecironic and Paper versions available. Submil only Paper version. _ Agency Internal Use Copy
Monsanto Company 11-CR-192E-2R Page 62 of 110
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- Foim Approved OMB No. 2070-0080
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, SW.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of informafion is eslimated to average 0.25 hours per response for registration activifies and (.25 hours per
response for reregistration and special review activilies, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the purden to: Direglor, OPPE Information Management Division (2137), U.5. Environmental Protection Agency,
401 M Street, 5.W., Washington, DC 20450, Do not send the form to this address.

DATA MATRIX

Date: Oelober 27,2041t EPA Reg No/File Symbol: 524551 Page 46 of 66
Appticant's/Registrant's Name & Address:

Monsanto Company, 860 N, Lindbergh Blvd., St. Louis, MO 63167 Produet: MON 88017

tngredient B.7. Cry3Bb1 protein and the genetic material (vector ZMIR39) necessary for its productiott it event MON 88017 comn (OECD Unigue ldentifier; MON-88017-3)

Guideline Referenee Number Guideline Study Name MRD Number Submitter Status Note

Duan, J., M. Bhatti, C. Brown, G. Head, C. Jiang, C.
Pileher, C. Piteher, D. Carson & T. Niekson (2007) Two
Year Field Assessment of the Effeet of Combined Trail Bt Environmentat
154-3500 Com Mon 863 x MON §10. MSL-19696 472829-01 Monsanto Company QWN Assessment

Duan} I, C. hang, M.J McKee, M.A Nemeth, D
Ward, G. tHiead, $. Levine, M. Bhatti and M. Paradise |
{2004). Statistical Power Anatysis of a Two-Year Field
Study Evatuating the Ecologieal Effeet of Corn Event Environmental
154-3500 MON B63. MSL-19246 462627-03 Mansanto Company OWN Assessment

Duan } I, C Jiang, C. Brown, M. Bhatti, b Nemeth, T.
Nickson and D. Ward (2004). Supplementat Statistical
Anatysis of Data from a Two-Year Field Census Study Environmental
154-3500 with Corn Event MON 863. MSL-19329 463942.02 Monsanlo Company OWN Assessment

Dubetman S., M. Bhatti and B. Ayden (2004). tnterin
Repon: Assessment of the Environmental! Fate of the

Cry3Bhb! Protein in Corn Fietds Planted with MON 363. Environmental
§85.5200 MSL-18931 462001-01 Monsanto Company OWN A lent
Duan J. and M. Paradise (2003). Evaluation of Dietary
Effects of Cry3Bb! Protein on the Ground Beetle Environmentat
885.4340 Poecifus chalcires (Colecoptera.Carahidag). MSL-19631 464799-04 Monsanto Company OWN Assessment
Head, G. (2004). Research on the Effeets of Com
Reotworm Protected Transgenie Corn on Non-Turget Environnental
154-3500 Organisms: Publigations & Manuseripts. 46262702 Monsanto Company OWN Assessment
Signature Name and Tttie Date
Sece Page 1 for Signature 1. Austin Bums, Ph.D. October 27, 2011
| — Reguiatory Affairs Manager
EPA Form 8570-35 (9-87) Electronic and Paper versions availagle. Submit only Paper version, Agency Internal Use Copy
ivionsanto Company 1§{-CR~192E-2R Page 63 of 110
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P Forim Approved OMB No. 2070-0060
'R?E pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washing_;ton, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this coltection of information is estimated to average 0.25 hours per response for registration activities and .25 hours per
response for reregistration and special review aclivities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate o any
other aspect of this collection of information, including suagestions for reducing the burden to: Direclor, OPPE Information Managemeni Division (2137), U.S. Environmentat Protection Agency,
401 M Street, S W., Washinglon, DC 20450. Do not send the form 1o this address.

DATA MATRIX

Date: October 27, 201 | EPA Reg. No/File Symbol: 524-551 Page 47 of 66
Applicant's’/Registrant's Name & Address:

Monsanto Company, 800 N. Lindbergh Blvd., 5t. Louis, MO 63167 Product: MON 88017

tngredient 8.4 Cry3Bb1 protein and the gettetic material {veclor ZMIR39) necessary for its production in event MON 8807 corn (OECD Unique ldentifier: MON-88017-3)

Guidetine Reference Number Guideline Study Nane MRID Number Submitter Status Naote

Mammmatian wildtife exposure ta Cry3Bb1 protein is
considered likely; however, the CrydBid taxicity data for
Human Health Assessment indicate that there is no

significant toxicity to rodents form testing at the Environmental
maximum hazard dose. Therefore ne hazard to Aszessment
8854150 mammalian wildlifz is anticipated. N/A Monsanto Company OWN Waived in BRAD

L1, M. H. and E. H. Robinson {1999). Evaluation of

Insect Protected Corn Lines MON 853 and MON 859 asa Environmentat
$85.4200 Feed Ingredient for Catfish. MSL-16164 449043-1% Monsanto Company OWN Assessment

Duan, J. J., G. Head, M. J. McKee and D. P. Ward (2003}, Environmental

Data Waiver Request: Toxicity ef B.t. Cry3Bbl Protein Assessment
8854340 i1 the Red Milkweed Beette (Terraapes sp.). MS)-18741 N/A Meonsante Cempany OWN Ciranted in BRAD

Pilcher, C. D {2004). Efficacy of MDN 863 Againsl
Corn Rootwoern and Comparison te tnsecticide
Treatinents ~ Results of Year 2000 Ficld Trials.

NFA Monsanto Ref. No. 00-CR-032E-3 4536 t3-03 Mansanto Conpany OWN Benefits
Mitchell, £ D. (2002). Yicld Benefit of MON 863,
NiA MSL-17782 45653002 Mansante Company OWN Benefits
Signature Name and Title Date
See Page 1 for Signature J. Austin Bums, Ph.D. October 27, 201 |
. Regulatory Affairs Manager

EPA Form 8570-35 (9-97) Electranic and Paper versions available. Submit onty Paper version, ~ Agency internat Use Copy
Monsante Company 11-CR-192E-2R Page 64 of 110
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-~ Form Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washingt_on, D.C. 20450

Paperwork Reduction Act Notice: The public reporting burden for this colleclion of informalion is eslirmated lo average 0.25 hours per response for registralion aclivities and .25 hours per
response for reregisiralion and special review activities, including time for reading the instruclions and compleling the necessary forms, Send comments regarding the burden estimale or any
olher aspect of this colleclion of information, including suggestions for reducing the burden to: Director, OPPE Informalion Management Division (2137), U.S, Environmenial Protection Agency,
40t M Slreet, S.W., Washington. DC 20460, Do not send lhe form 1o this address.

DATA MATRIX

Date. Oclober 27,2011 EPA Reg. No/File Symbol: 524-551 Pape 48 al'66
Applicant's/Registrant's Name & Address:

Monsanto Company, 808 N. Lindbergh Blvd., St. Louis, MO 63167 : Product: MON 88017

Ingredient B.£ Cry3Bbl protein and the genelic niaterial (vector ZMIR39) necessary for ils producliolt in even! MON 88017 com (OECD Unique ldentifier: MON-88@17-3)

Gruideline Reference Number Gurdeline Study Name MRAD Number Submitter Status Note

Ward, D. P. (2002}, Public Interest Assessment
Supporting Registration of Bacilfus rhiringiensis
Cry3Bb! Protein and the Genetic Material {Vector
ZMIR13L) Necessary for its Produciion in MON 863
NIA MSL-17766 456530-01 Monsanto Company OWN Benefits

Miller, [, {2000). Public Interest Document Supporting
the Registration and Exemption from the Requirement of
a Tolerance for the Plant-Incorporated Protectant,
Racilfus thiingiensis Cry3Bb Diotein, and the Genetic
Matcrial Necessary for its Production in Corn (Vectors
ZMIRLZL, ZMIRL3L and ZMIR 141} Monsanto Ref
N/A No. 99-781E 45029701 Monsanto Company OWN Benefils

Alston, 7. M., ). Hyde and M. C. Marra (2002}, AnEx
Ante Analysis of the Benefits from the Adoption of
Monsanto’s Corn Rootworm Resistant Varietal

N/A Technology - YieldGard® Roolworm. MSL-17993 456923-01 Monsanlo Company OWN Benefits

Vaughn, T, T., M. Pleau, R, Knutson and T Coontbe
{2001}, Comparing the Efficacy of MON 853 and MON
863 to Three Com Rootworm Species, Northern Corn
Rootworm (Diabrotica barbert), Southern Com
Rootworm (D. imdecimpimerara howardi), and Western
N/A Corn Roolworn: (D. virgifera virgifera). MTC RPT4 455382-08 Motsanto Company OWN Benceflls

Yaughn, T., D. Ward, J. Pershing, G. Head and J.
McFerson (2001} An Interim Insect Resistance
Management Plan for MON 863 A Transgenic Corn

NiA Rootworm Contro! Product. MSL-17536 43577001 Maonsanto Comypaty OWN BenefisARM
Signature Name and Title Date
See Page 1 for Signature I. Austin Bums, Ph.ID. October 27, 2011
Regulatory Affairs Manager
EPA Form 8570-35 (9-87) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
Monsanto Company 11-CR-192E-2R Page 650f 110
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- Form Approved OMB No. 2070-0060
WE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for regislration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send commenis regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmenial Protection Agency,
401 M Street, S.W., Washington, DC 20460, Do nol send the form to this address.

DATA MATRIX

Date: October 27, 2011 EPA Reg. No /File Symbol: 524.551 Page 49 of 66
Applicant's/Registrant's Name & Address:

Monsanto Company, 800 N, Lindbergh Blvd., St. Louis, MO 63167 Product: MON 88017

Ingredient B.7. Cey3Bb1 protein and the genetic material (vector ZMIR39) necessary for ils production in event MON §8017 com {OECD Unique Identifier: MON-38017-3)

Guideline Reference Number Guideline Study Naine MRID Nuniber Submitter Status Note

Yaughn, T. (2004). Progress Repors on insect {tesistance

N/A Management for Comn Event MON 863, 461865-01 Monsanto Company OWN IRM

Vaugln, T. (2001}, Prelintinary Results of Research on
Insect Resistance Management for a Transgenic Corn
N/A Rootworm Control Product, 453484-01 Monsanto Company OWN IRM

Head, G. and K. Reding. (2006}, Corn rootworm Insett
Resistance Management Rescarch {fourtéen journal
N/A publications) 467424-01 Monsanto Conpany OWRN IRM

Dawvis, P, G. Head, J. McFerson ¢t. al. (2000} insect
Reasistance Management for a Transgentic Com Rootworm
N/A Control Product 451568-05 Monsanto Company OWN 1RM

Vaugln, T. (2003). Estimaling Cry3Bbl Resistance
Allele Frequencies in Corn Rootworm Larvae Feeding on

NFA MON 263. Monsanto Ref. No. 03-CR-087E-4 459438-01 Monsanto Contpany OWN IRM
Stgnature Name and Title Date
See Page 1 for Signature J. Austin Bums, PluD. October 27, 2011
_ i Regulatory Affairs Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency {nternal Use Copy
Monsanto Company 11-CR-192E-2R Page 66 of 110
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o Form Approved OMB No. 2070-0060
wE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washfngt_on, D.C, 20460

Paperwork Reduction Act Notice: The public reporting burden for this cellection of information is eslimated to average 0.25 hours per response for regisiralion aclivities and (.25 hours per
response for reregistralion and special review activities, including time for reading the instruclions and cempleling the necessary forms, Send commenls regarding the burden estimaie or any
clher aspect of this collection of information, including suggestions for reducing the burden te: Direclor, OPPE {nfarmalion Management Division (2137), U.S. Environmental Proteclion Agency,
40 f M Street, 5.W., Washinglon, DC 20460. Do not send the form 1o this address,

DATA MATRIX

Date: Oclober 27,2011 EPA Reg No fFile Symbol: 524551 Page 50 of 66
Applicant's/Registrant's Name & Address:

Monsanto Company, 800 N. Lindbergh Blvd., 8t. Louis, MO 63167 Product: MON 88017

Ingredient £.t. Cry3Bb1 protein and the genetic material {vector ZMIR39) necessary for its production in event MON 88017 corn (QECD Unique Identifier: MON-88017-3)

Guideline Reference Number Guideline Study Name MRID Mumber Subinitter Status Note

T. Vaughn (2005). Second Progress ieportt on Inscet
Resistance Management for Com Event MON 863.
WN/A REVISED NiA Monsanto Company OWN {RM

Letter submitted May 23, 2003 10 EPA with 12 research
protocols on the biology and ecology of the comn |
N/A rootworn pest complex. NIA Monsanto Company OWN IRM

Yaughn, T. {2004). 2004 Progress Report for the Corn
N/A Event MON 863 Resistance Monitoring Program. 462627-01 Monsanto Company OWN IRM

Administrative Materials in Support of the Registration of
Bacilies thuringiensis Cry3Bb Protein and the Genetic
Material { Vector ZMIR13L) Necessary for its Production
in Corn; and Amendment of the Previous Request for
Exemption from the Requirement of a Tolerance, Tolerance

N/A PP7F4388 451568-00 Mensanto Company OWN Exemption

Pilacinski, W. P. and M. W, Taylor (1999).
Administrative Matertals in Support of the Registration of
the Plant-Expressed Protectant Bacilhes thuringiensts
Corn Ruotworm Control Protein, as Produced in the Com
{Zea mays, L.}, and tite Amendment to the Previous
Request for Exemption from the Requireinent of a

Tolerance
NiA Tolerance, PP7F4838 44004 3-00 Motsanto Company OWN Exeiption
Signature Name and Title Date
See Page 1 for Signature J. Austin Burmns, Ph.D. October 27, 2011

Regulatory Affairs Manager

EPA Form 8570-35 (9-97) Eleclronic and Paper versions available. Submit only Paper version, Agency {nternal Use Copy

Monsanto Company 11.CR-192E-2R Page 67 of 110
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SEPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W,
Washington, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reductlon Act Notice: The public reporting burden for this collection of information is eslimaled to average 0.25 hours per response for regisiralion activities and 0.25 hours per
response for reregisiration and special review activilies, mcluding time for reading the instruclions and completing the necessary forms. Send commenis regarding lhe burden estimate or any
olher aspect of this collection of information, including suggestions for reducing ihe burden to: Direclor, OPPE Informalion Management Division (2137). U.S. Envirenmental Proteclion Agency,
401 M Streel, S.W., Washington. DC 20460. Do nol send the form to this address.

DATA MATRIX

Date October 27, 2011

EPA Reg No fFile Symbok: 524-551

Page 51 of 66

Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167

Productt MON 88617

Ingredient B.f. Cry3Bb1 protein and the genetic materiat (vector ZMIR39) necessary

far its production in event MON 88017 com (OECD Usique Identifier: MON-880317-3)

Guideline Reference Number

Guideline Study Name

MRID Number

Submitter

Status

Note

N/A

Petition for Exemption from the Requirement of a
Tolerance for Baciffus tharingiensis Cryl, Cry2, and Cry3
Classes of 'roteins and the Genetic Malerial Necessary
for the Production of These Proteins In or Dn All Raw
Agricultural Commoditics When used as Plant-Pesticide
Active Ingredicnis : :

PP 7F4888

Mansanto Company

OWN

Toleranee
Exemption

885.1100

McCoy, R, L. and A. Sivanovich (2003). Biomnforinatics
Analysis of the CP4 EPSPS Protcin Utilizing the AD4,
TOXINS and ALLPEPTIDES Databases. MSL18752

46636101

Monsantn Company

QWN

Inert Ingredient

8851100

McCoy, R.L and A. Sivanovich (2005) Updated
Bioinformatics Evaluation of the CP4 EPSPS Protein
Utilizing lhc ADS Database MSL19894

466361-02

Monsanto Company

DWN

Inert ingredient

B85.3050

Monsanto Company (1995) Submission of Toxicology
Data in Support of a Tolerance Petition for CP4 EPSPS as
a Plant Pesticide Frumulation Inert Ingredient

Transmittal of’ | Study.

436919-00

Monsanto Company

OWN

inert Ingredient

885.3050

Harrison, L., M. Bailey, D. Nida, M Taylor, L. Holden
and S. Padgette (1993). Preparation and Confirmation of
Doses for an Acute Mouse Feeding Study With CP4
EPSPS, Lab Project Nuinbers: 92-01-30-12: 92-419.7t9

436919-0t

Monsanlo Company

OWN

Inert Ingredient

Signature

See Page 1 for Signature

Name and Title
1. Austin Bums, Ph.D.
Regulatory Affairs Manager

Date
October 27, 2011

EPA Form 8570-35 (9-97) Electronic and f’raper versions available. Submil only Paper version,

Monsanto Company

11-CR-192E-2R

Agency Internal Use Copy

Page 68 of 110
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-~ Form Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W,
Washinglon, D.C. 20450

Paperwork Redtciion Act Notice: The public reporfing burden for this collection of informalion is eslimated o average 0,25 hours per response for registration aclivilies and 0.25 hours per
response for reregistration and special review activities, inciuding ime for reading the instruclions and completing the necessary forns. Send comments regarding the burden estimate or any
olher aspect of 1his collection of information, including suggeslions for reducing lhe burden to: Direclor, OPPE Informalion Management Division (2137}, U.S. Environmental Protection Agency,

401 M Streel, S.W., Washingion, DC 204680. Do not send Ihe form {o this address.
DATA MATRIX

Date: Oclober 27,201t EPA Reg No/File Syinbol: 524-551 Page 52 ol'66
Applicant's/Registrant’s Name & Address:

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 88017

ingredient B.2. Cry3Bb1 protein and the genetic malerial (vector ZMLR39) necessary for ils production in event MON 88017 corn (OECD Unigue Identifier: MON-§8G117-3)

Guideline Reference Number Guidcline Study Name MRID Nuinber Subimitter Status Note

Padgette, 5., G. Bamry, D. Re, D, Fichhoitz, M. Weldon,
K. Kolacz and G. Kishore {1993). Purification, Cloning,
and Characterization of a Highly Glyphosate-Tolerant S-
enolpynivylshikiinate-3-phosphate Synthase from

885.1100 Agrobacrerinm sp. Strain CP4, MSL-12738 438076-01 Monsanto Comnpany OWN inert Ingredient

Bishop, B. (1993). Production of CP4 EPSP ina 100
Liter Recombinant £scherichio co/f fFennentation, MSL-
8851100 12389 438076-02 Monsanto Company QWN inert Ingredient

Heeren, R, 8. Padgette and M. Gustafson {1993). The
Purificatior of Recombinant Escherichia cofi CP4 5-
enolypyruvylshikimate-3-phosphate synthase for
885.1100 Equivalence Studies. MSL-12574 438076-03 Monsanto Company OWN Inert Ingredient

Monsanto Company (1995). Submission of Produet
Chemistry, Toxicology and Pesticide Fate in Animals
Data in Support of the Exemption for the Requirement of
a Petition for Tolerance for CP4 EPSPS. Transmittal of 4

N/A studies. 436433-00 Monsanto Company OWN imert Ingredient

Harrison, L., M. Bailey, R. Leimgzuber, C. Smith, D.
Nida, M. Taylor, M. Gustafson, B. {1ceren and §.
ttadgette (1993). Characterization of Microbially-
Expressed Protein: CP4 EPSPS. Lab Project Number:

8351100 92/01/30/14: 12901 436433-01 Monsanto Company QWN Iiert ingredient
Signature Name and Title Date
See Page 1 for Signature J. Auslin Bums, Ph.D. Oetober 27, 2011
. Regulatory Affairs Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
Monsanto Company 11-CR-192E-2R Page 69 of 110
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Form Approved OME No. 2070-0060
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

-
WE PA 401 M Street, S.W.
Washing&m, D.C. 20480

Paperwork Reduction Act Notice: The pubiic reporting burden for this coltection of information is estimated to average 0.25 hours per response for registration activities and 0,25 hours per
response for reregistration and special review activities, including time for reading the instructions and compleiing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collestion of information, including suggestions for reducing the burden to: Director, OPPE information Management Divisien (2137), U.S, Environmental Protection Agency.,

401 M Street, S.W,, Washingion, DC 20460, Do not send the form te this address.

DATA MATRIX

Date; Qctober 27, 2011

EPA Reg. No/Fite Symboel: 524-551

Page 53 of 66

Applicant'¥’Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd,, St. Louis, MO 63167

Prodyet:

MON 83017

tngredient B.£. Cry3Bbi proteits and the genetic material {vector ZMIR39) necessary for jts production itt event MON 88017 corn (OECD Unique tdentifier; MON-88@317-3)

Gilideline Reference Number Guideline Study Name MRID Nitinber Submitter Status Note

Lee, T, M. Bailey, C. Stnith, J. Zeng, E. Elswick and P.
Sanders (1995). Asscssment of the Equivaience of CP4
EPSPS Protein Produced in Escherichia cofi and
European Comn Borer Resistant Corn. Lab Project

8851100 Number. 94-01-39-{0: MSL-13920 ; 436433-02 Monsanto Company OWN Inert Ingredient
Naylor, M. {1993}, Acute Orat Toxicity Study of CP4

885.3050 EPSPS in Albing Mice. Lab Project Number: 92223 43643303 Monsanto Company OWN Inert tngredient
Ream, J., M. Bailey, I, {.each and 8. Padgene (1993},
Assessment of the in vitro Digestive Fate of CP4 EPSPS

8851100 Synthase. Lab Project Number: 92-0t-30-15: 12940 436433-04 Monsanto Company OWN {nert Ingredient
Revisions and Clarification to the Terms & Conditions of
Registration for Com Event MON 863 and YieldGard™
Ptus Corn, Progress Report on Multipie IRM-Refated
Activities for MON 863; and Response to EPA Letter Terms &

N/A Dated August {3, 2004, Submitted 7/7/2005. N/A Monsanto Company OWN Conditions
Sicgfried, B. and T. Spencer {2005). Susceptibility of
Neonate Rootworm Larvae to the Cry3Bbl Toxin from
Baciftus rwringinesis. 'This report satisfies the tnsect Terms &
N/A Monitoring Terms & Conditions. 4$67259-01 Monsanto Company OWN Conditions
Stgnature Name and Title Date
See Page 1 for Signature J. Austitt Burns, PILD. Qctober 27, 2011
Reguiatory Affairs Manager

EPA Form 8570-35 {9-97) Electronic and Paper versions available. Submit oniy Paper version.

Monsante Company

11-CR-192E-2R.

Agency internat Use Copy

Page 70 0f 110
76




o~ Form Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, SW.
Washing_;ion, D.C, 20460

Paperwork Reduction Act Nottce: The public reporting burden for this colteclion of information is eslimated 1o average 0,25 hours per response for regisiration activities and 0.25 hours per
response for reregistration and special review activilies, including time for reading the instructions and compleling the necessary forms. Send comments regarding the burden eslimate or any
other aspect of this collection of infermation, induding suggestions for reducing the burden to: Direclor, OPPE Informalion Management Division {2137}, 11.5. Enwirenmental Protection Agency,
401 M Street, S.W., Washinglon, DC 20460. Do not send the form 1o this address.

DATA MATRIX

Date: October 27,2011 EPA Reg. NoJFile Symbol: 68467-5 Pacc 54 of 66
Applicant's/Registrant's Namc & Address;
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® BW Insect Protection

Ingredient  B.t. Cry34Ab] and Cry35Ab1 Inseclicidal Crysial protcin and the genetic material necessary for its production {plasmid insert PHP17662) in com (OECD Identifier; DAS-
59122.7)

Guideline Reference Nuinber Guidcline Study Name MRID Nunber Subnitter Stallis Nole

Producl charactcrization data for Baciffus thuringtensis
PSI149B1 13.6 kDa and 43.8 kDa insccticidal crystal

proteins cxpressed In transgenic maize plants 45242201 68467 PER

Equivalency of microbial and maize-expressed PS149B1
proteins ; - 45242203 68467 PER

Microbial PS 14981 Binary Detta-Endaloxin, Maize-
Insect-Pcst Susceplibility Study 45242204 68467 PER

Comparison of the Amino Acid Sequence of the Bacitfus
thuriygiensis Strain '31498 1 13.6 kDaand 43.8 kDa
Insecticidal Crystal Protcins to Kiiown Protein Altergens 45242205 68467 PER

Characterizalion of Psewdomenas produced and
transgemnce maize expressed phosphinothricii

acetyltransferase (PAT) prolein 45242206 63467 PER

PS149B1 14 KDA Protcin: Acutc Oral Toxicity Study in

CD-1 Mice 45242207 63467 PER

Signature Name and Title Date
See Page 1 for Signatare I. Auslin Burns, PhD. October 27, 2011

| _ R.agu]ator),r Affairs Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions avaitable. Submit only Paper version, Agency Internat Use Copy
Mensanto Company 11-CR-192E-2R. Page 71 0f 110
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=~ Form Approved OMB No. 2070-0060
'K'WE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washinggon, D.C. 20460

Paperwork Reduction Act Notlce: The public reporting burden for this colleclion of information is eslimated to average 0,25 hours per response for registration activilies and 0.25 hours per
response for reregisiration and special review activities, including time for reading the instructions and completing lhe necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S, Environmental Protection Agency,
401 M Street, S.W., Washington. DC 20480, Do not send the form to this address.

DATA MATRIX

Date. October 27, 2011 ) EPA Rep. No/File Symbol: 68467-53 Page 55 ol' 66
Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product:  Herculex® RW Jnsect Protection

tngredient B Cry34Abl and Cry33Abl Insecticidal Crystal protein and the genelic material necessary for its production {plasmid insert PIIP17662} in com (OECD [dentifier: DAS~
59122-1)

Guideline Reference Number Guideline Study Name MRID Number Subiuitter Status Note

PS149B1 44 KDA Protein; Acute Oral Toxicity Study in
CD-1 Mice 43242208 68467 PER

PS149B1 14 KDA and 44 KDA Proteins; Acute Oral .
Toxieity study in £D-1 Mice 45242209 68467 PER

PS 14981 Binary tnseeticidal Crystal Protein: A Diclary
Toxicity Study with the Ladybird Beetle 43242210 68467 LER

The Tri-Trophie Interaction Between PS 14981
Transformed Maize, Corn Leaf Aphid and Ladybird
Bectle 4524221 | 68467 PER

tn Vitro Digestibility of PS149B1 Proteing 43242212 68467 PER

Cuantitative EL1SA analysis of PS149B 1 protein
expression levels in hybrid and inbred lines of maize

event TC5639 {iigerim report) 45242213 62467 PER
Signature Narue and Title Date
See Page 1 for Signature J. Austin Bums, Ph.D. October 27, 2011
o Regulatory Affairs Manager
EPA Form 8570-35 {(9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
Monsanto Company [1-CR-192E-2R Page 72 of 110
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=~ Form Approved OMB No. 2070-0060
“E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this coliection of information is eslimated to average 0.25 hours per response for regisization activilies and 0.25 hours per
response for reregistration and special review aclivities, including lime for reading the instruclions and completing the necessary forms. Send comments regarding the burden estimate or any
olher aspect of this colleclion of infoermalion, including suggestions for reducing the burden to: Director, OPPE Information Managemen! Division (2137), U.S. Environmental Protection Agency,
401 M Street, SW., Washington, DC 20450. Do not send the form to this address.

DATA MATRIX

Date: Oetober 27, 2011 EPA Reg. No./File Symbol: 68467-3 Page 56 of 66
Applicant's/Registrant’s Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® RW Insect Protection

Ingredient  B.t Cry34Abl and Cry35Ab1 Insceticidal Crystal protein and thie genetic materiaj necessary for its production (plasmid insert PHP17662) in com (OECD ldentifier: DAS-
59122-7}

{iuideline Reference Number Guideline Study Name WRID Nuinber Subiitter Slalug Note

Degradation of Microbial Binary PS{49B! Delia-
Endotoxin in a Representative Soil from the Mid-Westem
USA Maize-Growing Region 45242214 68467 PER

Product durability plan for transgenic maize expressing
insecticidal erystal protein from Baciilus thuringiensis -
sizain P5149B | during the experimental use period 45242215 63467 PER

Field efflicacy of PS!49B! naize evenls againsi com
rogtworms 45242216 68467 PER

Micrabial PS149B{ Binary Insecticidal Crystal Protein,
Pollen Expressing PS149B! Binary Inseelieidal Crystal
Protein, and {ndividual PS149B1 {4kDa and 44 kDa

Inseciicidal Cryslal Proteins 45340701 68467 PER

Thermolability of P§149B ! Binary Delia-Endotoxin 45358401 68467 PER

PS149B | binary insecticidal erystal prolein: Acute loxicity

shudy to the eanthworit in an artificial substrate 45360201 63467 PER
Signature Name and Title Date
See Page 1 for Signature 1. Austin Burns, Ph.D. October 27, 2011
.. Reguiatory Affairs Mana‘g‘i
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submi! only Paper version. Agency Internal Use Copy
Monsante Company 11-CR-192E-2R Page 730f 110
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P Form Approyved GMB No. 2070-0060
'WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, B.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for lhis collection of information is estimaled to average 0.25 hours per response for regisiration activities and (.25 hours per
response for reregistralion and special review activities, inciuding time for reading the inslruclions and completing the necessary forms. Send commenls regarding the burden eslimale or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Proleclion Agency,
40t M Street, 5.W., Washinglon, DC 20460, Do not send lhe form to this address.

DATA MATRIX

Date. Gclober 27,2011 EPA Reg No/File Symbol: 68467-5 Paze 57 of 66
Applican's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product  Herculex® RW [fnsect Protection

Ingredient B4 Cry34Abl and Cry35Ab! Insceticidal Crystal protein and the genctic material necessary for its production (plasmid insert PHP 17662) in corn (OECD Identifier: DAS-
59122-7}

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note

Lateral flow test kit method validation for the detection of
lhe #S149B1 14 kDa and 44 kDa prolein in matze grain 45383401 68467 PER

Heat lability of individual proteins of the PS149B1 binary
ICP 45584501 653467 PER

In Vitro Simulated Gastrie Fluid Digestibility Study of
Microbially Derived Cry34Abl Protein 45584502 63467 PER

Characterization of Cry34Ab1 and Cry35Ab1 from
Hecombinant Prendomonas fluorescens and Transgenic
Maize 45790401 68467 PER

Characterization of DNA Inserted inte Transgenic Com
Events (Cry34Abl and Cry35Ab1) 45790402 68467 PER

PS149B! Binary tnsecticidal Crystal Protein: An 8-Day
Dietary Study with the Rambow Tront, Oncorfynchys
mvkiss, Walbaum 45790403 68467 PER

PS149BI Binary Insccticidal Crystal Protein: An Acute

Toxicity Study with the Daphnid, Daphnio magnha Straus 45790404 68467 PER
Signature Name and Title Date
See Page | for Signature J. Austin Burns, Ph.D. October 27, 2011
- Regulatory Affairs Manager
EPA Formm 8570-35 {9-67) Eleclronic and Paper versions available. Submit only Paper version, Agency Internal Use Copy
Monsanto Company 11-CR-192E-2R Page 74 of 110
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Form Approved OMB No. 2070-0060
3E pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this colleclion of information is estimated to average 0.25 hours per response for registration aclivities and 0.25 hours per
response for reregisiration and special review aclivities, including lime for reading the inslructions and completing the necessary forms. Send comments regarding the burden eslimate or any
olher aspect of this collection of information, including suggestions for reducing the burden 1o: Direclor, OPPE Informalion Management Division (2137}, U.S. Environmental Proteclion Agency,
401 M Streel, S.W.,, Washington, DC 20460. Do not send 1he form to this address.

DATA MATRIX
Date: October 27, 2011 EPA Reg. No.fFile Symbol: 68467-3 Page 58 ol 66
Applicant’sRegistrant's Name & Address:
Monsanto Company, 860 N, Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® RW J[nsec! Profection

Ingredient  B.&. Cry34Abl and Cry35Ab1 Insecticidal Cryslal protein and the genetic tnalerial necessary for its production {plasmid inscrt PHP17662) in com {OECD ldentifier: DAS-
59122-7)

Guidcline Refcrence Number Guidelinc Study Name MRID Nunber Subinutter Status Nale

PS5149Bt Binary Insecticidal Crystal Protein: Dietary
Toxicity to Parasitic Hymenoptera (Nasonia vitripennis) 45790405 68467 PER

Asscssment of Chronic Toxicity ol Diet Containing
Bacittus thuringiensis PS149B 1 Insecticidal Crystal
Protein to Cotlembnla {Folsomiu candida) 45790406 68467 PER

PS 1498t Insceticidal Crystat Proteiu; Diclary Toxicity to ,
Green Lacewing Larvac (Chrasoperla carnea) 45790407 68467 PER

SDS-PAGE Sensitivity Analysis for Cry35Abt in Suppnrt
of the Simulated Gastric Fluid Digestion Study
MRID#45242212 45790408 68467 PER

Trait Durability and Experimental Usc of Transgenic
Maize Expressing the Insecticidal Crystalline Proteins

Cry34Ab! and Cry35Abt 45790502 68467 PER
Field Efficacy of Cry34Ab1/Cry35Abt Maizc Events
Againsl Com Roolworms 45790410 68467 PER

Product characterization data for Bocilfus thuringiensis
Cry34Abt and Cry35Abt proteins expressed in
transgenic maize plants (PHP 17658 45790501 68467 PER

Product Characterization Data for Baciflus thuringiensis
Cry34Abt and Cry35Ab1 Proteins Expressed in

Transgenic Maize Plants (PHPt7662) 45790601t 68467 PER
Signature Name and Title Date
See Page 1 for Signature J. Austin Bums, Ph.D. October 27, 2011
Repulalory Affairs Manager
EPA Form 8570-35 (8-97) Eleclronic and Paper versions avallable, Submit oniy Paper version, B Agency internal Use Copy
Monsanto Company 11-CR-192E-2R Page 75 0f 110
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“EPA

UNITED STATES ENVIRCNMENTAL PROTECTION AGENCY

401 M Street, S.W.

Washington, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notice: The public reperting burden for this coliection of informalion is estimaled lo average 0.25 hours per respanse for registration activilies and .25 hours per
response for reregistration and special review activities, including time for reading the instructions and cormpleting the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Birector, OPPE Information Managemenl Division (2137), U.S. Environmenlal Proleclion Agency,
401 M Street, SW., Washingten, DC 20460. Do not send lhe form to this address,

DATA MATRIX

Date: Oclober 27, 2011

EPA Reg. No fFile Symbol: 68467-5

Page 55 of 66

Applicant'sfRegistrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167

Produet:

Herculex® RW Insect Proteciion

59122-7)

Ingredient  B.4. Cry34Abl and Cry335AbI Insccticidal Crystal protein and the genetic material necessary for its production (plasmid insert PHP17662) in com {OECD ldentifier; DAS~

Guideline Refercnce Number

Guideline Study Name

MRII} Number

Submitter

Statug

Nole

Summary of Heat Lability Studies with
Cry34Abt/Cry3sAbl

45808601

68467

PER

Quantitative ELISA analysis of Cry34Ab! and Cry35AbI
proteins expressed in maize plants transformed with the
vector PHP17658

45833101

68467

PER

Quantitative ELISA analysis of Cry34Abt and Cry35Ab!
proteins expressed in maize plants transformed with the
veetor PHP17662

45833102

68467

PER

Quantitative BLISA Analysis of Cry34Ab! and
Cry35Ab|1 Proteins Expressed in Maize Plants
Trangformed with the Vector PHP1 7662

45833201

68467

PER

Slide Presentation Summarizing Cry34Ab1/Cry35AbI
Heat Inactivation Studies. ‘

435860201

68467

PER

Probe MOA studies 10 assess potential for protein
synthesis mhibition by Baciffus rhuringiensis PS14981
Cry34Abl/Cry35Ab1 proteins in rabbit reticulocyte
assay; Re-examination of lab notebook data

45942301

68467

PER

Product characterization data for Baciffus thuringiensis
Cry34Abt and Cry35AD1 proleins expressed in
transgenic maize plants (PHP1 7662)

46030001

68467

PER

Independent Laboratory Validation Pioneer Hi-Bred
Inlernational, Inc. ELISA Method for the Quanthilication
of Cry34Ab IProtein froar Transgenic Plants

46123901

68467

PER

Independent Laboratory Validation of [low AgroSciences
Mcthod GRM 03.13, *Determination of Cry35Ab|
Ingecticidal Crystal Protein in Maize Tissue by Enzyme-
l.inked Imnnosorbent Assay”

46123902

68467

PER

Signature

See Page 1 for Signature

Name and Title
J. Austin Bums, PlLD.
Regutatory Affairs Manager

Date
Qctober 27, 2011

EPA Form 8570-35 {9—9"7')_Electrcnic and Paper versions available, Submil only Paper version.

Monsanto Company

11-CR-192E-2R

Agency internat Use Copy

Page 76 of 110
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% Form Approved OMB No, 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reductlon Act Notlce: The public reporting burden for this colleclion of information is estimated 10 average 0.25 hours per response for registration aclivilies and 0.25 hours per
response for reregislralion and special review aclivilies, including lime for reading 1he instructions and completing the necessary forms. Send comments regarding lhe burden eslimale or any
olher aspect of this colleclion of informalion, including suggeslions for reducing the burden to: Direclor, OPPE Informalion Managemenl Division (2137), L.S. Environmental Prolection Agency,
401 M Sireel, SW., Washington, DC 20460, Do nol send the form lo Lhis address.

DATA MATRIX

Date: Oclober 27, 2011 EPA Reg. No./File Symbol: 68467-5 Page 60 of 66
Applicant's/Registrant's Name & Address;
Monsanto Company, 804 N. Lindbergh Blvd., St, Louis, MO 63167 Product  Herculex® RW Insect Protection

Ingradiem  B.z Cry34Abl and Cry35Ab1 Insecticidal Crystal protein and the genetic malerial necessary for ils production (plasmid insert PHP 17662) in comn (OECD Identifier: DAS-
59122-7)

Guideline Reference Nuinher Guideling Study Namc MRID Nwinber Subuutter Status Note

Cry34/35 Protein Distribution and Familiarity 46123903 68467 PER

Agronomic Characteristics, Quantitative ELISA and
Nutrient Composition Analysis of Hybrid Maize Lines
Containing Cry34Abl, Cry35Ab1 and PAT Genes: Chile .
Locations 46123904 63467 PER

Biological equtivalency of Cry34/35Ab 1 insccticidal
crystal protein in transgenic plants and derived from
transgenic Pseudononas flucrescens 46123905 68467 PER

Characterizalion of Cry34Abl and Cry35Ab| Proteins
Derived from Transgenic Maize event E4497.59,1.22
{DAS-59122-7) 46123906 63467 PER

Charactenization ol Phosophinothricin Acctyltransferase
{PAT) Derived from Transgenic Maize Event
E4497.59.1.22 46123907 53467 I'ER

Characterization of DNA Inscrted into Transgenic Corn

Events DAS-452 16-6 and DAS-59122-7 46123908 68467 PER
Stgnature Name and Title Date
See Page 1 for Signature 1. Avstin Bugns, Ph.D. QOctober 27, 2011
- Regulatory Affairs Manager
EPA Form 8570-35 (3-87) Electronic and Paper versions available. Submil only Paper version. Agency Internal Use Copy
Monsanto Company 11-CR~192E-2R Page 770f 110
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S Form Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECT(ON AGENCY
401 M Sireef, S.W.
Washingion, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this coltection of information is estimated lo average 0.25 hours per regponse for regisiration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send commenis regarding the burden estimate or any
olher aspect of this collection of informatlon, including suggestions for reducing the burden to: Director, OPPE Information Managemen! Division (2137), U.8, Environmental Prolection Agency,
401 M Streel, S.W., Washinglon, DC 20450. Do nol send the form 1o this address,

DATA MATRIX

Date: Oclober27,2011 EPA Reg. No/Filc Synbol: 68467-5 Pagc 6] of 66
Applicant’s/Registrant's Name & Address:
Monsanto Company, 840 N, Lindbergh Blvd., St. Eouis, MO 63167 Product: Herculex® RW Insect Prolection

Ingredient  B.Z Cry34Abl and Cry35Ab1 Insecticidal Cryslal protein and the genetic malerial neeessary for ils production (plasmid insert PHP17662} in corn (OECD Ideniilicr: DAS-
59122-7}

Guideline Reference Nuinber Guideline Study Naine MRAD Nuinber Subnulter Status Note

Detailcd characterization of DNA, inserted into lransgenic

corn events DAS-45216-6 and DAS-59122-7 . 46123909 68467 PER

Evaluation of microbe derived Cry3dAb! and Cry35Abl
proteing for prolein synibesis inhibition activity 46123H0 68467 PER

Nutritienal Equivaleney Study of Maize Containing
Cry34Ab! and Cry35AB1. Pouliry Feeding Study 46123811 6R467 PER

The efleet of Cry34Ab {/Cry35Ab! proteins on the
development and menality of the Ladybird beetle
Colemegilia macnfara DeGeer 46123912 68467 PER

Mon-targel nvertebrate Ecological Risk Assessment for
Field Corn Expressing Cry34Ab! and Cry3sAbl
Insecticidal Crystal Proleins in Event DAS-591227 46123913 68467 PER

Evaluation of the impact of eom rootworin cantrel

slralegies on non-target arthropods 46123914 68467 PER
Signature Natne and Tile Date
Sce Page 1 for Stgnature I. Austin Burns, PLLD. October 27, 201 [
[ Regulatory Affairs Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions available, Submil only Paper version. - Agency Internal Use Copy
Monsanto Company | 11-CR-192E-2R Page 78 of L 10
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"~ Form Approved OMB No. 2070-0060
wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reductlon Act Notlce: The public reporting burden for Lhis callection of informalion is eslimated 1o average (.25 hours per response for registralion aclivilies and Q.25 hours per
response for reregistration and special review activilies, including time for reading the insiructions and completing the necessary forms. Send comments regarding the burden esiimate or any
other aspect of this colleciion of information, including suggestions for reducing the burden to; Direcior, OPPE Informaiion Managemert Division {2137), U.5, Environmemal Proleciion Agency,
401 M Sireet, S.W., Washington, DC 20480. Do noy send the form o Jhis address.

DATA MATRIX

Date: QOciober 27, 2011 EPA Reg. No/File Symbol: 68467-5 Page 62 of 66
Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N, Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® RW lnsect Protection

ingredient  B.z. Cry34Abl and Cry35Ab1 Inscaiictdal Crysial protein and she genetic niaierial necessary for its production {plasmid insert PHP 17662} in corn {OECD Idenifier: DAS-
39122-7)

Guideline Reference Mmnber Guideline Study Nanie MRID Number Subiitter Slatus Mote

Investigations into Dose of Cry34AbH/Cry354b1
Rootworm-Resistant Maize Event DAS-59122-7 Against
Weslemn and northern Corn Roobworms in Support of
Trait Durabilily Plans 46123915 68467 PER

Effect on Western Corn Rootworm Adulfts of Feeding on
Cry34/35Ab |-Corn Rootworm Protected Corn Tissue and
frptications Yor Product Durabilily 46123916 68467 PER

Evaluation of endangered/threatened insect species
relative to the use of Cry 34 Ab/Cry35Ab! cont rootworm-
resistant maize hybrids . 46123917 68467 PER

Trait Durabitity Plan for Cry34/35 Com Rootworm
Protected com Event DAS-59122-7 Following
Commercialization 46123918 68467 PER

Simulations of Cory Rootworm Adaptalion to Cry34/33
Com Rootworm Protected Corn in Support of Trait
Durability Plans for Event DAS-59122-7 46123019 68467 PER

Digestion of Allergenie and Non-Alletgenic Proteins in

Simylated Gastric Fluid 46123520 68467 PER
Signature ‘ Name and Title Date
See Page 1 for Signature J. Austin Bummns, PhD. October 27, 2011
- - s Regulatory Affairs Manager
EPA Form 8570-35 {9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
Monsanto Company 11-CR~192E-2R Page 79 of 110
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P Form Approved OMB No. 2070-0060
WE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistralion and special review activilies, including lime for reading the instruclions and compleling the necessary forms. Send comments regarding lhe burden eslimale or any
other aspect of this collection of information, including suggeslions for reducing the burden to: Director, OPPE Information Management Division {2137), U.S. Environmental Proleclion Agency,
401 M Sireel, SW., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX
Daic._Oclober 27, 2011 EPA Reg NoFilc Symbol: 68467-5 Pagc 63 of 66
Applicants/Registrant’s Name & Address
Monsanto Company, 800 N. Lindbergh Bivd., St. Louts, MO 63167 Product: Herculex® RW Insect Profeclion

ingredient  AB.t. Cry34Abt and Cry35Ab1 Insecticidal Cryslal protein and the genetic material necessary for its production (plasmid insert PHPt7662) in com (OECD ldenlitier: DAS-
59122-7)

Guideline Refcrence Number Guideline Study Nane MRID Number Subinitter Status Note

Public Interest Docurment for Cry34/35Ab1 Corn
Rootworm-Protected Com 46123921 68467 PER

Investigation of Potential Mteraction between CryF and
the Binary Cry34Ab1/Cry35Ab! Proteins 46343806 68467 PER

Digestion cficiency of allergens and non-allergens in
simulated gastric fluid: Bacillus tnyingiensis Cry
34/35Ab| construct PHP17662 46388601 68467 PER

Lack of Cry34Abl/Cry3SAbL co lation in solution 46556801 68467 PER

Evaluation of the Sequence Stuilarilies of the Cry34Abl,
cry35Abt, and PAT Proteins to the Public Protein
Sequence Dalasets 46584701 68467 PER

Summary report of a carabid beetle laboratory toxicity
study using Cry34Abl and Cry35Ab! including copies of

references 46714101 68467 PER
Signature Name and Title Date
See Page 1 for Signature J. Austin Bums, Ph.D. October 27, 2011
_ o Regulatory Affairs Manager
EPA Form 8570-35 (9-97) Eleclronic and Paper versions available. Submil only Paper version. Agency Internal Use Copy
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ZEPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C, 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notice: The public reperting burden for this collection of information is estimated to average 0.25 hours per response for regisiralion aclivities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and compieling lhe necessary forms. Send commenls regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden 1o: Director, OPPE Information Management Division (2137), U.S. Environmential Proteclion Agency,
401 i Street, S.W., Washington, DC 20460. Do not send Lhe form to this address.

DATA MATRIX

Date; Qctober 27, 2011

EPA Reg. No /File Symbol: 68467-5

Page 64 of 66

Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd,, St. Louis, MQ 63167

Product:

Herculex® RW Insect Profection

Ingredient  B.t. Cry34Abl and Cry35Ab1 Insecticidal Crystal prolein and the genetic material necessary for its production (plasmid insert PHP17662) m com (OECD Identifier: DAS-

Regulatory Alfairs Manager

59122-7}
Guideline Reference Number Guideline Study Name MRID Number Subuitter Status Note
Preliminary resistance moniloring plan for Cry34/35Ab!
com gvenl DAS-56122-7 46769201 68467 PER
Detailed resistance monitoring plan for Cry34/35Ab1
com event DAS.59122-7 47334201 68467 PER
Evaluation of polential dictary effects of Cry34/35Ab!
protein on insidions flower bugs, Oriws Mmskdfiosns
{UHemiptera: Anthoearidae) 47436701 68467 PER
Monitoring com roolworn: susceplibility 1o Cry34/35Ab1
evenl DAS-59122-7: 2007 insect collections 47522501 68467 PER
Three-Year Field Monitoring of Cry34/35Ab! and CrylF
% Cry34/35Ab! Maize Hybrids for Nontarget Arthropod
Effects 4787030t 68467 PER
Monitoring corn roolworm susceptibility ta Cry34/35Ab|
cvent DAS-59122-7: 2008 insect collections 47900301 68467 PER
Signature ' Name and Title Date
Sce Page 1 for Signature I. Austin Bums, Ph.D. October 27, 2011

EPA Form 8570-35 (8-97) Elecironic and Paper versions available. Submit only Paper version,

Monsanto Company

11-CR-192E-2R

Agency Internal Use Copy
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“EPA

Form Approved OMB No. 207 0-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.

Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0,25 hours per response for registration activiies and .25 hours per
response for reregistration and special review aclivities, including time for reading 1he insiructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to; Director, OPPE Information Management Division (2137), U5, Environmenlal Protection Agency,
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Date: October 27,201 |

EPA Reg. No./Filc Symbol: 68467-5

Pagc 65 of 66

Applicant's/Repistrant’s Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167

Product: Herculex® RW Insect Proteciion

Ingredient  B.¢ Cry34Ab) and Cry35Ab| Insecticidal Crystal protein and the genetic material necessary for its production {plasmid inscrt PHP17662) in corn (OECD ldentifier: DAS-

59122-7)
Guideline Reference Number Guideline Study Naire MRID Number Submitter Status Note
Soil acemnuiation of Cry34Ab1 and Cry35Ab1 protcins
after three years of cropping with DAS-59122-7 com 47959501 68467 PER
Investigating Performance of Herottlex™ RW and
Hereulex™ XTRA Under Comsnercial Use 42045501 68467 PER
Monitoring Comn Rootwerm Susceptibility ta
Cry34/35Ab] Event DAS-59122-7; 2009 Growing
Season 45279701 68467 PER.
2010 Insect Resisfance Management Conipliance
Assurance Program for Com Borer Protected Bt Comn,
Com Rootwonn Prolected Bt Com, and Corn Borer/Com
Rootworm-Protected Stacked Bt Com 48375001 68467 PER
Stgnature _ Name and Title Date
See Page 1 for Signature J. Austin Burns, Ph.D. October 27, 2011
Regulatory Aftairs Manager

EPA Form 8570-35 (9-97) Eleclronic and Paper versions available. Submit only Faper version.

Monsante Company

Agency Internal Use Copy
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e Form Approved OMB No. 2070-0060
WE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reductlon Acl Notice: The public reporting burden for this collection of information is estimaled to average 0.25 hours per response for registralion activities and 0.25 hours per
response for reregistration and special review aclivities, including lime for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspecl of this collection of information, including suggeslions for reducing the burden to: Direclor, OPPE Information Management Division (2137), U.S. Environmental Protection Agency,
401 M Street, S.W., Washington, DC 20460. Do nol send the form to this address,

DATA MATRIX

Date: October 27, 2011 EPA Reg. No/File Symbol: 68467-5 Page 66 of 66
Applicant's/Registrant’s Narme & Address:
Monsanto Company, 800 N. Lindbergh Blvd., S1. Louts, MO 63167 Product: Herculex® RW lnsect Proteciion

Ingredient  B.r. Cry34Abl and Cry35Abl1 Insecticidal Crystal protein and the genetic materia} necessary for its production (plasmid insert PHP17662) in com {OECD Identificr: DAS-
59122-7)

Guideline Reference Number Guideline Study Naine MRID Number Submitter Status Nole

Enhanced Insect Resistance Management Compliance

Assurance Program for Corn Borer Protected Bt Corn,

Coem Rootworm Protected Bt Corn, and Corn Borei7Cem

Roctworm-Protected Stacked Bt Corn 4837510t 68467 PER

Revised Guidelines for Evalnating Unexpected Comn

Rootworn Damage in Herculex® RW and Herculex®

XTRA 48430701 68467 PER
Signature Name and Title Date

See Page 1 for Signature J. Austin Burns, Ph.D. Oclober 27, 2011
Regulatory Affairs Manager

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submil only Paper version. Agency Internal Use Copy
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SUMMARY OF THE APPLICATION

The subject of this application is for the registration extension of MON 89034 x TC1507 x
MON 88017 x DAS-39122-7 Insect Protected, Herbicide-Tolerant Com (Genuity®
SmartStax® RIB Complete ; EPA Reg. No. 524-595).

MON 89034 x TC1507 x MON 88017 x DAS-59122-7 RIB Complete™ was conditionally
registered on April 8, 2011. The imitial time-limited registration expired on October 31,
2011, which was subsequently extended to November 30, 2011. This current application
request is to extend EPA Reg. No. 524-595 for a period of two years beyond the current
November, 30, 2011 expiration date based on the EPA’s registration decision in the BRAD
for this product (EPA Docket ID EPA-HQ-OPP-2011-0362-0002, April 8, 2011; p27). An
updated data matfrix is being supplied with this application. With the exception of the revised
label to incorporate bag-tag language suitable for both the com- and cotton-growing areas as
required under the current terms and conditions, no other changes are being requested to the
registration conditions as part of this registration extension request.

® Genuily and SmartStax are registered trademarks of Monsanto Technology LLC.
™ RIB Complete is a trademark of Monsanto Technology, LLC.
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PRODUCT LABEL

The subject of this application is for MON 89034 x TC1507 x MON 88017 x DAS-59122-7
RIB Complete™. No substantive changes to the label for MON 89034 x TC1507 x
MON 88017 x DDAS-59122-7 Insect-Protected, Herbicide-Tolerant Com in EPA Reg. No.
524-595, as updated April 8, 2011, are being requested. The patent numbers have been
updated. Five copies of the proposed label for the registration of MON 89034 x TC1507
MON 88017 = DAS-59122-7 RIB Complete™ are attached.

Monsanto Company 1{-CR-192E-2R Page 85 of 110
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Plant-Incorporated Protectant Label

MON 89034 x TC1507 x MON 88017 x DAS-59122-7
RIB Complete™

Insect-Protected, Herbicide-Tolerant Corn
(Alternate Brand Name: Genuity® SmartStax® RIB Complete™);
{OECD Unique Identifier: MON-89@#34-3 x DAS-@15@7-1 x
MON-88@17-3 x DAS-59122-7)

Active Ingredients:

Bacillus thuringiensis Cryl1A.105 protein and the genetic material (vector PV-ZMIR245)

necessary for its productton tn corn event MON 89034 (OECD Unique Identifier: MON-89@134-3)
2 0.0026%*

Bacillus thuringiensis Cry2 Ab2 protein and the genetic material (vector PV-ZMIR245)
necessary for its production in corn event MON 89034 (OECD Unigue Identifier: MON-89234-3)
e ¢ 5 0.0053%*

Bacillus thuringiensis Cryl F protein and the genettc material (vector PHP8999) necessary
for its production in corn event TC1507 (OECD Unique Identifier: DAS- @15@7-1)...< 0.0012%*

Bacillus thuringiensis Cry3Bbl protein and the genetic material (vector PV-ZMIR39)
necessary for its productton in corn event MON 88017 (OECD Unigue Identifier: MON-88017-3}
% 0.0079%*

Bacillus thuringiensis Cry34Ab] protein and the genetic material (vector PHP17662)
necessary for its production in cormn event DAS-39122-7 (OECD Unique Identifier; DAS-59122-7)
. £0.0194%*

Bacillus thuringiensis Cry35Ab] protein and the genetic matertal (vector PHP17662)
necessary for its production in corn event DAS-59122-7 (OECD Unigue Identifier: DAS-59122-7)
: < 0.0042%*

Other Ingredients:

CP4 EPSPS protein (5-enolpyruvylshikimate-3-phosphate synthase) and the genetic material
(vector PV-ZMIR39) necessary for its productton in corn event MON 88017
PAT protein {(phosphinothricin acetyl transferase) and the genetic material (vectors
PHP17662 and PHP8999) necessary for its productton in corn events TC1507 and
DAS-59122-7... ransssso i A AR ..<0.00045%*
*Maximum pcrcent (wtf‘wt) of dry foragc

I Genuity® SmartStax® RIB Complete™ seed with this refuge configuration contains 95%
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 mixed with at least 5% non-Bt corn
within a single lot of seed.
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KEEP OUT OF REACH OF CHILDREN

CAUTION
NET CONTENTS

EPA Registration No. 524-595
EPA Establishment No. 524-MO-002

Monsanto Company
800 North Lindbergh Blvd.
St. Louis, MO 63167

DIRECTIONS FOR USE

It is a violation of Federal law to use this product in any manner inconsistent with its
labeling. This product must be used as specified in the terms and conditions of the
registration.

This preduct may be combined or produced through conventional breeding with other
registered plant-incorporated protectants that are similarly approved for use in combination,
through conventional breeding, with other registered plant-incorporated protectants to
produce inbred com lines and hybrid corn varieties with combined pesticidal traits.

MON 89034 x TC1507 x MON 88017 = DAS-59122-7 RIB Complete™ protects corm crops
from leaf, stalk, and ear damage caused by lepidopteran corn pests listed on this label and
root damage caused by corn rootworm larvae listed on this label. In order to minimize the
risk of these pests developing resistance to MON 89034 x .TCI507 x MON 88017 x
DAS-59122-7 RIB Complete™ com, an insect resistance management plan must be
implemented as defined in the registration terms and conditions,

Grower agreements will specify that growers must adhere to the refuge requirements that will
be described on the bag or bag/tag for MON 89034 x TC1507 x MON 88017 x DAS-59122-
7 RIB Complete™ corn or other applicable product use documents.

Sales of corn hybrids that contain Monsanto’s Bf corn plant-incorporated pesticide(s) must be
accompanied by either an IRM/Grower Guide or information on the bag or bag-tag, on
planting, production, and insect resistance management, and notes that routine applications of
insecticides to control these insects are usually unnecessary when corn containing the Bt
proteins is planted.

Corn seed bags or bag tags for products containing MON 89034 x TC1507 x MON 88017 =
DAS-59122-7 RIB Complete™ must include the refuge size requirement in text and
graphical format.

Monsanto Company 11-CR-192E-2R Page 87 of 110
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INSECT RESISTANCE MANAGEMENT

Growers are instructed to read information on insect resistance management in the bag and/or
bag-tag.

These refuge requirements do not apply to seed increase/propagation of inbred and hybrid
seed corn up to a total of 20,000 acres per county and up to a combined United States (U.S.)
total of 250,000 acres per plant-incorporated protectant (PIP) active ingredient per registrant
per year.

The seed producer must ensure a minimum of 5% non-PIP refuge seed is included with the
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 in each lot of seed corn. The refuge
seed In the seed mixture may not be treated with seed-applied insecticides for corn rootworm
{(CRW) control unless the MON 89034 x TC1507 x MON 88017 x DAS-59122-7 seed in the
seed mixture receives the same treatment.

The IRM/Grower Guide for MON 89034 x TC1507 x MON 88017 x DAS-59122-7 RIB
Complete™ or comparable information presented on the product bag or bag-tag, must
contain the following information:

This product is a seed mixture containing MON 89034 x TC1507 x MON 88017 x
DAS-59122-7 and a minimum of 5% non-Bt seed that when planted creates an interspersed
refuge within the field. There are no requirements for a separate structured refuge for
Genuity® SmartStax® RIB Complete™ corn when planted in the U.S. corn-growing region,
including Alaska and Hawaii, because the refuge seed is contained within the bag/container.

The interspersed refuge can only be used by planting seed corn specificaily generated by
qualified seed producers/conditioners licensed by the registrant. TInsecticidal treatments
labeled for adult CRW control are discouraged during the time of adult CRW emergence.

The seed mix refuge option for Genuity® SmartStax® RIB Complete™ satisfies the
refuge requirements in all regions other than in the cotton-growing region where corn
earworm is a significant pest as defined below.

Additional refuge requirements in the cotton-growing region where corn carworm is a

significant pest
In the cotton-growing region where corn earworm is a significant pest, as defined below,

Genuity® SmartStax® RIB Complete™ requires the planting of an additional 20% structured
refuge (i.e. 20 acres of non-Bt corn for every 80 acres of Gemuity® SmartStax® RIB
Complete™ planted).

The 20% refuge must be planted with corn hybrids that do not contain Bt technologies for the
control of corn rootworms or com borers, The refuge and the Genuity® SmartStax® RIB
Complete™ should be sown on the same day, or with the shortest window possible between
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planting dates to ensure that corn root development is similar among varieties. The
structured refuge may be planted as an in-field or adiacent (e.g.. across the road) refuge or
planted as a separate block that is within % mile of the Genuity® SmartStax® RIB
Complete™ field. In-field refuge options include blocks, perimeter strips (i.¢., strips around
the field), or in-field strips. If perimeter or in-field strips are implemented, the strips must be
at least 4 consecutive rows wide. The refuge can be protected from lepidopteran damage by
use of non-Bt insecticides if the population of one or more target lepidopteran pests of
Genuity® SmartStax® RIB Complete™ in the refuge exceeds economic thresholds. In
addition, the refuge can be protected from CRW damage by an appropriate seed treatment or
soil insecticide; however, insecticides labeled for adult CRW control must be avoided in the
refuge during the period of CRW adult emergence. Economic thresholds will be determined
using methods recommended by local or regional professionals (e.g., Extension Service
agents, crop consultants).

The cotton-growing region requiring the additional 20% refuge consists of the following
states: Alabama, Arkansas, Georgia, Florida, Louisiana, North Carolina, Mississippi, South
Carolina, Oklahoma (only the counties of Beckham, Caddo, Comanche, Custer, Greer,
Harmon, Jackson, Kay, Kiowa, Tillman, and Washita), Tennessee (only the counties of
Carroll, Chester, Crockett, Dyer, Fayette, Franklin, Gibson, Hardeman, Hardin, Haywood,
Lake, Lauderdale, Lincoln, Madison, Obton, Rutherford, Shelby, and Tipton), Texas {except
the counties of Carson, Dallam, Hansford, Hartley, Hutchinson, Lipscomb, Moore, Ochiltree,
Roberts, and Sherman), Virginia {only the counties of Dinwiddie, Franklin City, Greensville,
Isle of Wight, Northampton, Southampton, Suffolk City, Surrey, and Sussex) and Missourt
(only the counties of Dunklin, New Madrid, Pemiscot, Scott, and Stoddard).
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Corn Insects Controlled or Suppressed

European corn borer (ECB)
Southwestern corn borer (SWCB)
Southern comnstalk borer (SCSB)
Corn earworm (CEW)

Fall armyworm (FAW)

Stalk borer

Lesser corn stalk borer
Sugarcane borer (SCB})

Western bean cutworm (WBC)
Black cutworm

Western corn rootworm (WCRW)
Northern corn rootworm (NCRW)
Mexican corn rootworm {(MCRW)

Ostrinia nubilalis
Diatraea grandiosella
Diatraea crambidoides
Helicoverpa zea
Spodoptera frugiperda
Papaipema nebris
Elasmopalpus lignosellus
Diatraea saccharalis
Richia albicosta

Agrotis ipsilon

Diabrotica virgifera virgifera
Diabrotica barberi
Diabrotica virgifera zeae

MON 89034 x TC1507 x MON 88017 x DAS-59122-7 is a product of Monsanto’s and Dow
AgroSciences’ research programs, offering unique genetic characteristics for specific grower
needs and may be protected by one or more of the following U.S, patents: 5322938,
5352605, 5359142, 5378619, 5424412, 5550318, 5554798, 5641876, 5717084, 5728925,
5804425, 6018100, 6025545, 6051753, 6063597, 6083878, 6331665, 6489542, 6645497,
6713063, 6962705, 7064249, 7070982, 7112665, 7227056, 7250501, 7304206, 7544862,

7618942, 7927598, and RE39247.

EPA Accepted: _/ [/

Monsanto Company

11-CR-192E-2R
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Piant-Incorporated Protectant Label
MON 89034 x TC1507 x MON 88017 x DAS-59122.7

RIB Complete™

Insect-Protected, Herbicide-Tolerant Corn
(Alternate Brand Name: Genuity® SmartStax® RIB Complete™)}
(OECD Unigue Identifier; MON-89G34-3 x DAS-@1367-1
MON-880117-3 x DAS-59122-7)

Active Ingredients:
Baciilus thuringiensis Cryl A.105 protein and the genetic material (vector PV-ZMIR245)
necessary for its production in corn event MON 89034 (OECD Unique Identifier; MON-89@34-3)

P e 20.0026%%

Bacillus thuringiensis Cry2 Ab2 protein and the genetic material (vector PV-ZMIR245)
necessary for its production in corn event MON 89034 (OECD Unique ldentifier: MON-89@34-3)
p—— )k

Bacillus thuringiensis CrylF protein and the genetic material (vector PHP8999) necessary
for its production in com event TC1507 (OECD Unique Identifier: DAS- @15¢87-1)...< 0.0012%*

Bacillus thuringiensis Cry3Bbl protein and the genetic material {(vector PV-ZMIR39)
necessary for its production in corn event MON 88017 (OECD Unique Identifier: MON-88@17-3)
e $0.0079%*

Bacillus thuringiensis Cry34Abl protein and the genetic material (vector PHP17662)
necessary for its production in corn event DAS-59122-7 (OECD Unique Identifier: DAS-59122-7)
e S 0.0194%%

Bacillus thuringiensis Cry35Abl protein and the genetic material (vector PHP17662)
necessary for its production in com event DAS-59122-7 (OECD Unique Identifier: DAS-59122-7)
S : e $0.0042%*

Other Ingredients:

CP4 EPSPS protein (S-enolpyruvylshikimate-3-phosphate synthase) and the genetic material
{vector PV-ZMIR39) necessary for its production in corn event MON 88017
PAT protein (phosphinothricin acetyl transferase) and the genetic material {vectors
PHP17662 and PHP8999) necessary for its production in corn events TC1507 and

DA S -5 122-7 ittt estests s e e st s b s s n e n s sas et assts e nn s e e s rrarts <0.00045%*
*Maximum percent (wt/wt) of dry forage

I Genuity® SmartStax® RIB Complete™ seed with this refuge configuration contains 95%
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 mixed with at least 5% non-Bf corn
within a single lot of seed.
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KEEP OUT OF REACH OF CHILDREN

CAUTION
NET CONTENTS

EPA Registration No. 524-595
EPA Establshment No. 524-MO-002

Monsanto Company

800 North Lindbergh Blvd.
St. Louis, MO 63167

DIRECTIONS FOR USE

It is a violation of Federal law to use this product in any manner inconsistent with its
labeling. This product must be used as specified in the terms and conditions of the
registration.

This product may be combined or produced through conventional breeding with other
registered plant-incorporated protectants that are similarly approved for use in combination,
through conventional breeding, with other registered plant-incorporated protectants to
produce inbred com lines and hybrid corn varieties with combined pesticidal traits.

MON 89034 x TC1507 x MON 88017 x DAS-59122-7 RIB Complete™ protects comm ¢rops
from leaf, stalk, and ear damage caused by lepidopteran corn pests listed on this label and
root damage caused by corn rootworm larvae listed on this label. In order to minimize the
risk of these pests developing resistance to MON 89034 x TC1507 x MON 88017 x
DAS-59122-7 RIB Complete™ corn, an insect resistance management plan must be
implemented as defined in the registration terms and conditions.

Grower agreements will specify that growers must adhere to the refuge requirements that will
be described on the bag or bag/tag for MON 89034 x TC1507 x MON 88017 x DAS-59122-
7 RIB Complete™ corn or other applicable product use documents.

Sales of corn hybrids that contain Monsanto’s Bf corn plant-incorporated pesticide(s) must be
accompanied by either an IRM/Grower Guide or information on the bag or bag-tag, on
planting, production, and insect resistance management, and notes that routine applications of
insecticides to control these insects are usually unnecessary when corn containing the Bt
proteins 1s planted.

Corn seed bags or bag tags for products containing MON 89034 x TCI507 x MON 88017 x
DAS-59122-7 RIB Complete™ must include the refuge size requirement in text and
graphical format.
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INSECT RESISTANCE MANAGEMENT

Growers are instructed to read information on insect resistance management in the bag and/or
bag-tag.

These refuge requirements do not apply to seed increase/propagation of inbred and hybrid
seed corn up to a total of 20,000 acres per county and up to a combined United States (U.S.)
total of 250,000 acres per plant-incorporated protectant (PIP) active ingredient per registrant
per year.

The seed producer must ensure a minimum of 5% non-PIP refuge seed is incladed with the
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 in each lot of seed corn. The refuge
seed in the seed mixture may not be treated with seed-applied insecticides for corn rootworm
{CRW) control unless the MON 89034 x TC1507 x MON 88017 x DAS-59122-7 seed in the
seed mixture receives the same treatment.

The IRM/Grower Guide for MON 89034 x TC1507 x MON 88017 x DAS-59122-7 RIB
Complete™ or comparable information presented on the product bag or bag-tag, must
contain the following information:

This product is a seed mixture containing MON 89034 x TCL1507 x MON 88017 x
DAS-59122-7 and a minimum of 5% non-Bt seed that when planted creates an interspersed
refuge within the field. There are no requirements for a separate structured refuge for
Genuity® SmartStax® RIB Complete™ com when planted in the U.S. com-growing region,
including Alaska and Hawaii, because the refuge seed i1s contained within the bag/container.

The interspersed refuge can only be used by planting seed corn specifically generated by
qualified seed producers/conditioners licensed by the registrant. Insecticidal treatments
labeled for adult CRW control are discouraged during the time of adult CRW emergence.

The seed mix refuge option for Genuity® SmartStax® RIB Complete™ satisfies the
refuge requirements in all regions other than in the cotton-growing region where corn
earworm is a significant pest as defined below.

Additional refuge requirements in the cotton-growing region where corn earworm is a

significant pest
In the cotton-growing region where corn earworm is a significant pest, as defined below,

Genuity® SmartStax® RIB Complete™ requires the planting of an additional 20% structured
refuge (ie. 20 acres of non-Bt com for every 80 acres of Genuity® SmartStax® RIB
Complete™ planted).

The 20% refuge must be planted with corn hybrids that do not contain Bt technologies for the
control of corn rootworms or corn borers. The refuge and the Genuity® SmartStax® RIB
Complete™ should be sown on the same day, or with the shortest window possible between
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planting dates to ensure that corn root development is similar among varieties. The
structured refuge may be planted as an in-field or adjacent (e.g,, across the road) refuge or
planted as a separate block that is within % mile of the Genuity® SmartStax® RIB
Complete™ field. In-field refuge options include blocks, perimeter strips (i.e., strips around
the field), or in-field strips. If perimeter or in-field strips are implemented, the strips must be
at least 4 consecutive rows wide. The refuge can be protected from lepidopteran damage by
use of non-Bt insecticides if the population of one or more target lepidopteran pests of
Genuity® SmartStax® RIB Complete™ in the refuge exceeds economic thresholds. In
addition, the refuge can be protected from CRW damage by an appropriate seed treatment or
soil insecticide; however, insecticides labeled for adult CRW control must be avoided in the
refuge during the period of CRW adult emergence. Economic thresholds will be determined
using methods recommended by local or regional professionals {e.g., Extension Service
agents, crop consultants).

The cotton-growing region requiring the additional 20% refuge consists of the following
states: Alabama, Arkansas, Georgia, Florida, Louisiana, North Carolina, Mississippi, South
Carolina, Oklahoma (only the counties of Beckham, Caddo, Comanche, Custer, Greer,
Harmon, Jackson, Kay, Kiowa, Tillman, and Washita), Tennessee {only the counties of
Carroll, Chester, Crockett, Dyer, Fayette, Franklin, Gibson, Hardeman, Hardin, Haywood,
Lake, Lauderdale, Lincoln, Madison, Obion, Rutherford, Shelby, and Tipton), Texas (except
the counties of Carson, Dallam, Hansford, Hartley, Hutchinson, Lipscomb, Moore, Ochiltree,
Roberts, and Sherman), Virginia (only the counties of Dinwiddie, Franklin City, Greensville,
Isle of Wight, Northampton, Southampton, Suffolk City, Surrey, and Sussex) and Missoun
{only the counties of Dunklin, New Madrid, Pemiscot, Scott, and Stoddard).
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Corn Insects Controlled or Suppressed

European corn borer (ECB)
Southwestern corn borer (SWCB)
Southern cornstalk borer (SCSB)
Corn earworm {CEW)

Fall armyworm (FAW)

Stalk borer

Lesser com stalk borer
Sugarcane borer (SCB)

Western bean cutworm (WBC)
Black cutworm

Western corn rootworm (WCRW)
Northern corn rootworm (NCRW)
Mexican corn rootworm (MCRW)

Ostrinia nubilalis
Diatraea grandiosella
Diatraea crambidoides
Helicoverpa zea
Spodoptera frugiperda
Papaipema nebris
Elasmopalpus lignosellus
Diatraea saccharalis
Richia albicosta

Agrotis ipsilon

Diabrotica virgifera virgifera
Diabrotica barberi
Diabrotica virgifera zeae

MON 89034 x TC1507 x MON 88017 x DAS-59122-7 is a product of Monsanto’s and Dow
AgroSciences’ research programs, offering unigue genetic characteristics for specific grower
needs and may be protected by one or more of the following U.S. patents: 5322938,
53526035, 5359142, 5378619, 5424412, 5550318, 5554798, 5641876, 5717084, 5728925,
5804425, 6018100, 6025545, 6051753, 6063597, 6083878, 6331665, 6489542, 6645497,
6713063, 6962705, 7064249, 7070982, 7112665, 7227056, 7250501, 7304206, 7544862,

7618942, 7927598, and RE39247.

EPA Accepted:  / /

Monsanto Company

11-CR-192E-2R
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Plant-Incorporated Protectant Label

MON 89034 x TC1507 x MON 88017 x DAS-59122-7
RIB Complete™

Insect-Protected, Herbicide-Tolerant Corn
{Alternate Brand Name: Gennity® SmartStax® RIB Complete™)i
{OECD Unique Edentifier: MON-89@34-3 x DAS-01517-1 x
MON-88@17-3 x DAS-50122-7)

Active Ingredients:

Bacillus thuringiensis Cry1A.105 protein and the genetic material (vector PV-ZMIR245)

necessary for its production in corn event MON 89034 (OECD Unique Kdentifier: MON-89934-3)
«. %= 0.0026%*

Bacillus thuringiensis Cry2 Ab2 protein and the genetic material (vector PV-ZMIR245)
necessary for its production in corn event MON 89034 (OECD Unique Kdentifier: MON-89934-3)
- ..%0.0053%*

Bacillus thuringiensis CrylF protein and the genetic material {(vector PHP8999) necessary
for its production in corn event TC1507 (OECD Unique Kdentifier: DAS- ©1597-1)...< 0.0012%*

Bacillus thuringiensis Cry3Bbl protein and the genetic material (vector PV-ZMIR39)
necessary for its production in corn event MON 88017 (OECD Unique kdentifier: MON-88@17-3)
X 0.0079%*

Bacillus thuringiensis Cry34Abl protein and the genetic matertal {vector PHP17662)
necessary for its production in corn event DAS-59122-7 (OECD Unique Identifier: DAS-59122-7)
. £0.0194%*

Bacillus thuringiensis Cry35Ab1 protein-and the genetic material (vector PHP17662)
necessary for its production in corn event DAS-59122-7 (OECD Unique Identifier: DAS-59122-7)
W X 0.0042%*

Other Ingredients:

CP4 EPSPS protein (5-enolpyruvylshikimate-3 -phosphate synthase) and the genetic material
{vector PV-ZMIR39) necessary for its productlon in corn event MON 88017
PAT protein (phosphinothricin acetyl transferase} and the genetic material (vectors
PHP17662 and PHP8999) necessary for its productlon in corn events TC1507 and
DAS-59122-7... I T . LX0.00045%*
*Maximum percent (wtf’wt) of dry forage

I Genuity® SmartStax® RIB Complete™ seed with this refuge configuration contains 95%
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 mixed with at least 5% non-B¢ corn
within a single lot of seed.
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KEEP OUT OF REACH OF CHILDREN

CAUTION
NET CONTENTS

EPA Registration No. 524-595
EPA Establishment No. 524-MO-002

Monsanto Company
800 North Lindbergh Blvd.
St. Louis, MO 63167

DIRECTIONS FOR USE

It is a violation of Federal law to use this product in any manner inconsistent with its
labeling. This product must be uvsed as specified in the terms and conditions of the
registration.

This product may be combined or produced through conventional breeding with other
registered plant-incorporated protectants that are similarly approved for use in combination,
through conventional breeding, with other registered plant-incorporated protectants to
produce inbred corn lines and hybrid corn varieties with combined pesticidal traits.

MON 89034 x TC1507 x MON 88017 x DAS-59122-7 RIB Complete™ protects corn crops
from leaf, stalk, and ear damage caused by lepidopteran corn pests listed on this label and
root damage caused by corn rootworm larvae listed on this label. In order to minimize the
risk of these pests developing resistance to MON 89034 x TCI1507 x MON 88017 x
DAS-59122-7 RIB Complete™ corn, an insect resistance management plan must be
implemented as defined in the registration terms and conditions.

Grower agreements will specify that growers must adhere to the refuge requirements that will
be described on the bag or bag/tag for MON 89034 x TC1507 x MON 88017 x DAS-59122-
7 RIB Complete™ corn or other applicable product use documents.

Sales of corn hybrids that contain Monsanto’s Bf corn plant-incorporated pesticide(s) must be
accompanied by either an IRM/Grower Guide or information on the bag or bag-tag, on
planting, production, and insect resistance management, and notes that routine applications of
msecticides to control these insects are usually unnecessary when comn containing the Bt
proteins is planted.

Corn seed bags or bag tags for products containing MON 89034 x TC1507 x MON 88017 x
DAS-59122-7 RIB Complete™ must include the refuge size requirement in text and
graphical format,
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INSECT RESISTANCE MANAGEMENT

Growers are instructed to read information on insect resistance management in the bag and/or
bag-tag.

These refuge requirements do not apply to seed increase/propagation of inbred and hybrid
seed comn up to a total of 20,000 acres per county and vup to a combined United States (U.S.)
total of 250,000 acres per plant-incorporated protectant (PIP) active ingredient per registrant
per vear.

The seed producer must ensure a minimum of 5% non-PIP refuge seed is included with the
MON 89034 = TC1507 x MON 88017 x DAS-59122-7 in each lot of seed corn. The refuge
seed In the seed mixture may not be treated with seed-applied insecticides for corn rootworm
(CRW) control unless the MON 89034 x TC1507 x MON 88017 x DAS-59122-7 seed in the
seed mixture receives the same treatment,

The IRM/Grower Guide for MON 89034 x TC1507 x MON 88017 x DAS-59122-7 RIB
Complete™ or comparable information presented on the product bag or bag-tag, must
contain the following information:

This product is a seed mixture containing MON 89034 x TC1507 x MON 88017 x
DAS-59122-7 and a minimum of 5% non-Bt seed that when planted creates an interspersed
refuge within the field. There are no requirements for a separate structured refuge for
Genuity® SmartStax® RIB Complete™ corn when planted in the U.S. corn-growing region,
including Alaska and Hawaii, because the refuge seed is contained within the bag/container.

The interspersed refuge can only be used by planting seed corn specifically generated by
qualified seed producers/conditioners licensed by the registrant. Insecticidal treatments
labeled for adult CRW control are discouraged during the time of adult CRW emergence.

The seed mix refuge option for Genuity® SmartStax® RIB Completc™ satisfies the
refuge requirements in all regions other than in the cotton-growing region where corn
earworm is a significant pest as defined below.

Additional refuge requirements in the cotton-growing region where corn earworm is a
significant pest

In the cotton-growing region where corn earworm is a significant pest, as defined below,
Genuity® SmartStax® RIB Complete™ requires the planting of an additional 20% structured
refuge (i.e. 20 acres of non-Bt comn for every 80 acres of Gemuity® SmartStax® RIB
Complete™ planted).

The 20% refuge must be planted with corn hybrids that do not contain Bt technologies for the
control of corn rootworms or cormn borers. The refuge and the Genuity® SmartStax® RIB
Complete™ should be sown on the same day, or with the shortest window possible between
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planting dates to ensure that cormn root development is similar among varieties. The
structured refuge may be planted as ap in-field or adjacent {e.g., across the road) refuge or
planted as a separate block that is within % mile of the Genuity® SmartStax® RIB
Complete™ field. In-field refuge options include blocks, perimeter strips (i.e., strips around
the field), or in-field strips. If perimeter or in-field strips are implemented, the strips must be
at least 4 consecutive rows wide. The refuge can be protected from lepidopteran damage by
use of non-Bt insecticides if the population of one or more target lepidopteran pests of
Genuity® SmartStax® RIB Complete™ in the refuge exceeds economic thresholds, In
addition, the refuge can be protected from CRW damage by an appropriate seed treatment or
soil insecticide; however, insecticides labeled for adult CRW control must be avoided in the
refuge during the period of CRW adult emergence. Economic thresholds will be determined
using methods recommended by local or regional professionals (e.g., Extension Service
agents, crop consultants).

The cotton-growing region requiring the additional 20% refuge consists of the following
states: Alabama, Arkansas, Georgia, Florida, Louisiana, North Carolina, Mississippi, South
Carolina, Oklahoma (only the counties of Beckham, Caddo, Comanche, Custer, Greer,
Harmon, Jackson, Kay, Kiowa, Tillman, and Washita), Tennessee (only the counties of
Carroll, Chester, Crockett, Dyer, Fayette, Franklin, Gibson, Hardeman, Hardin, Haywood,
Lake, Lauderdale, Lincoln, Madison, Obion, Rutherford, Shelby, and Tipton), Texas (except
the counties of Carson, Dallam, Hansford, Hartley, Hutchinson, Lipscomb, Moore, Ochiltree,
Roberts, and Sherman}, Virginia (only the counties of Dinwiddie, Franklin City, Greensville,
Isle of Wight, Northampton, Southampton, Suffolk City, Surrey, and Sussex) and Mlssourl
(only the counties of Dunklin, New Madrid, Pemiscot, Scott, and Stoddard).
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Corn Insects Controlled or Suppressed

European corn borer (ECB)
Southwestern corn borer (SWCB)
Southern cornstalk borer (SCSB)
Corn earworm (CEW)

Fall armyworm (FAW)

Stalk borer

Lesser corn stalk borer
Sugarcane borer (SCB)

Western bean cutworm (WBC)
Black cutworm

Western corn rootworm { WCRW)
Northern corn rootworm (NCRW)
Mexican comn rootworm (MCRW)

Ostrinia nubilalis
Diatraea grandiosella
Diatraea crambidoides
Helicoverpa zea
Spodoptera frugiperda
Papaipema nebris
Elasmopalpus lignosellus
Diatraea saccharalis
Richia albicosta

Agrotis ipsilon

Diabrotica virgifera virgifera
Diabrotica barberi
Diabrotica virgifera zeae

MON 89034 x TC1507 x MON 88017 x DAS-59122-7 is a product of Monsanto’s and Dow
AgroSciences’ research programs, offering unique genetic characteristics for specific grower
needs and may be protected by one or more of the following U.S. patents: 5322938,
5352605, 5359142, 5378619, 5424412, 5550318, 5554798, 5641876, 5717084, 5728925,
5804425, 6018100, 6025545, 6051753, 6063597, 6083878, 6331665, 6489542, 6645497,
6713063, 6962705, 7064249, 7070982, 7112665, 7227056, 7250501, 7304206, 7544862,

7618942, 7927598, and RE39247.

EPA Accepted: _/ /

Monsanto Company

11-CR-192E-2R
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Plant-Incorporated Protectant Label

MON 89034 x TC1507 x MON 88017 x DAS-59122-7
RIB Complete™

Insect-Protected, Herbicide-Tolerant Corn
{Alternate Brand Name: Genuity@ SmartStax® RIB Complete™)}
(OECD Unique Identifier: MON-89034-3 x DAS-D1507-1 %
MON-88017-3 x DAS-59122-7)

Active Ingredients:

Bacillus thuringiensis Cryl A.105 protein and the genetic material (vector PV-ZMIR2435)

necessary for its production in corn event MON §9034 (OECD Unique 1dentifier: MON-89@34-3)
.. £ 0.0026%*

Bacillus thuringiensis Cry2 Ab2 protein and the genetic material (vector PV-ZMIR2435)
necessary for its production in com event MON 89034 (OECD Unique Identifier: MON-89%34-3)
05 0.0053%%

Bacillus thuringiensis CrylF protein and the genetic material (vector PHPE999) necessary
for its production in corn event TCI1507 (OECD Unique Identifier: DAS- 215@7-1)...< 0.0012%*

Bacillus thuringiensis Cry3Bbl protein and the genetic material (vector PV-ZMIR39)
necessary for its production in corn event MON 88017 (OECD Unique Identifier: MON-88017-3)
.................................................................................................................................................. < 0.0079%*

Bacillus thuringiensis Cry34Abl protein and the genetic material (vector PHP17662)
necessary for its production in corn event DAS-59122-7 (OECD Unique Identifier: DAS-59122-7)
- £0.0194%*

Bacillus thuringiensis Cry35Abl protein and the genetic material (vector PHP17662)
necessary for its production in corn event DAS-59122-7 (OECD Unique Identifier: DAS-59122-7)
- £0.0042%*

Other Ingredients:

CP4 EPSPS protein (5-enolpyruvylshikimate-3-phosphate synthase) and the genetic material
(vector PV-ZMIR39) necessary for its production in corn event MON 88017
-X0.0052%*
PAT protein {phosphinothricin acety] transferase) and the genetic material (vectors
PHP17662 and PHP8999) necessary for its pl’OdllCthll in corn events TC1507 and
DAS-59122-7... S e SRR A e ren 00004 5% ®
*Maximum percent (wtfwt) of dry forage

1 Genuity® SmartStax® RIB Complete™ seed with this refuge configuration contains 95%
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 mixed with at least 5% non-B¢ com
within a single lot of seed,
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KEEP OUT OF REACH OF CHILDREN

CAUTION
NET CONTENTS

EPA Registration No. 524-595
EPA Establishment No. 524-MO-002

Monsanto Company

800 North Lindbergh Blvd.
St. Louis, MO 63167

DIRECTIONS FOR USE

It is a violation of Federal law to use this product in any manner inconsistent with its
labeling. This product must be used as specified in the terms and conditions of the
registration.

This product may be combined or produced through conventional breeding with other
registered plant-incorporated protectants that are similarly approved for use in combination,
through conventional breeding, with other registered plant-incorporated protectants to
produce inbred com lines and hybrid corn varieties with combined pesticidal traits.

MON 89034 x TC1507 x MON 88017 x DAS-59122-7 RIB Complete™ protects com crops
from leaf, stalk, and ear damage caused by lepidopteran comn pests listed on this label and
root damage caused by corn rootworm larvae listed on this label. In order to minimize the
risk of these pests developing resistance to MON 89034 x TC1507 x MON 88017 x
DAS-59122-7 RIB Complete™ corn, an insect resistance management plan must be
implemented as defined in the registration terms and conditions.

Grower agreements will specify that growers must adhere to the refuge requirements that will
be described on the bag or bag/tag for MON 89034 x TC1507 x MON 88017 x DAS-59122-
7 RIB Complete™ com or other applicable product use documents.

Sales of corn hybrids that contain Monsanto’s B¢ comn plant-incorporated pesticide(s) must be
accompanied by either an IRM/Grower Guide or information on the bag or bag-tag, on
planting, production, and insect resistance management, and notes that routine applications of
insecticides to control these insects are usually unnecessary when corn containing the Bt
proteins is planted.

Corn seed bags or bag tags for products containing MON 83034 x TCI507 x MON 88017 x
DAS-59122-7 RIB Complete™ must include the refuge size requirement in text and
graphical format.
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INSECT RESISTANCE MANAGEMENT

Growers are instructed to read information on insect resistance management in the bag and/or
bag-tag.

These refuge requirements do not apply to seed increase/propagation of inbred and hybrid
seed corn up to a total of 20,000 acres per county and up to a combined United States (U.S.)
total of 250,000 acres per plant-incorporated protectant (PIP) active ingredient per registrant
per year,

The seed producer must ensure a minimum of 5% non-PIP refuge seed is included with the
MON 89034 x TC1507 x MON 88017 x DAS-39122.7 in each lot of seed corn. The refuge
seed in the seed mixture may not be treated with seed-applied insecticides for corn rootworm
(CRW) control unless the MON 89034 x TC1507 x MON 88017 x DAS-59122-7 seed in the
seed mixture recelves the same treatment.

The IRM/Grower Guide for MON 89034 x TC1507 x MON 88017 x DAS-59122-7 RIB
Complete™ or comparable information presented on the product bag or bag-tag, must
contain the following information:

This product is a seed mixture containing MON 89034 x TCI507 x MON 88017 x
DAS-59122-7 and a minimum of 5% non-Bt seed that when planted creates an interspersed
refuge within the field. There are no requirements for a separate structured refuge for
Genuity® SmartStax® RIB Complete™ corn when planted in the U.S. com-growing region,
including Alaska and Hawaii, because the refuge seed is contained within the bag/container.

The interspersed refuge can only be used by planting seed corn specifically generated by
qualified seed producers/conditioners licensed by the registrant. Insecticidal treatments
labeled for adult CRW control are discouraged during the time of adult CRW emergence.

The seed mix refuge option for Genuity® SmartStax® RIB Complete™ satisfies the
refuge requirements in all regions other than in the cotton-growing region where corn
earworm is a significant pest as defined below.

Additiona] refuge reguirements in the cotton-growing region where corn earworm is a
significant pest
In the cotton-growing region where corn earworm 1s a significant pest, as defined below,

Genuity® SmartStax® RIB Complete™ requires the planting of an additional 20% structured
refuge (i.e. 20 acres of non-Bt corn for every 80 acres of Ge:nuity® SmartStax® RIB
Complete™ planted).

The 20% refuge must be planted with corn hybrids that do not contain Bt technologies for the
control of corn rootworms or com borers. The refuge and the Genuity® SmartStax® RIB
Complete™ should be sown on the same day, or with the shortest window possible between
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planting dates to ensure that corn root development is similar among varieties. The
structured refuge may be planted as an in-field or adjacent (e.g.. across the road) refuge or
planted as a separate block that is within % mile of the Genuity® SmartStax® RIB
Complete™ field. In-field refuge options include blocks, perimeter strips (i.e., strips around
the field), or in-field strips. If perimeter or in-field strips are implemented, the strips must be
at least 4 consecutive rows wide. The refuge can be protected from lepidopteran damage by
use of non-Bt insecticides if the population of one or more target lepidopteran pests of
Genuity® SmartStax® RIB Complete™ in the refuge exceeds economic thresholds. In
addition, the refuge can be protected from CRW damage by an appropriate seed treatment or
soil insecticide; however, insecticides labeled for adult CRW control must be avoided in the
refuge during the period of CRW adult emergence. Economic thresholds will be determined
using methods recommended by local or regional professionals (e.g., Extension Service
agents, crop consultants).

The cotton-growing region requiring the additional 20% refuge consists of the following
states: Alabama, Arkansas, Georgia, Florida, Louisiana, North Carolina, Mississippi, South
Carolina, Oklahoma (only the counties of Beckham, Caddo, Comanche, Custer, Greer,
Harmon, Jackson, Kay, Kiowa, Tillman, and Washita), Tennessee (only the counties of
Carroll, Chester, Crockett, Dyer, Fayette, Franklin, Gibson, Hardeman, Hardin, Haywood,
Lake, Lauderdale, Lincoln, Madison, Obion, Rutherford, Shelby, and Tipton), Texas {except
the counties of Carson, Dallam, Hansford, Hartley, Hutchinson, Lipscomb, Moore, Ochiltree,
Roberts, and Sherman), Virgima {only the counties of Dinwiddie, Franklin City, Greensville,
Isle of Wight, Northampton, Southampton, Suffolk City, Surrey, and Sussex) and Missouri
{only the counties of Dunklin, New Madrid, Pemiscot, Scott, and Stoddard).
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Corn Insects Controlled or Suppressed

Eurcpean corn borer (ECB)
Southwestern corn borer (SWCB)
Southemn cornstalk borer (SCSB)
Corn earworm {CEW)

Fall armyworm (FAW)

Stalk borer

Lesser com stalk borer

Sugarcane borer (SCB)

Western bean cutworm (WBC)
Black cutworm

Western com rootworm (WCRW)
Northern com rootworm (NCRW)
Mexican com rootworm (MCRW)

Ostrinia nubilalis
Diatraea grandioselia
Diatraea crambidoides
Helicoverpa zea
Spodoptera frugiperda
Papaipema nebris
Elasmopalpus lignosellus
Diatraea saccharalis
Richia albicosta

Agrotis ipsilon

Diabrotica virgifera virgifera
Diabrotica barberi
Diabrotica virgifera zeae

MON 89034 = TC1507 x MON 88017 x DAS-59122.7 is a product of Monsanto’s and Dow
AgroSciences’ research programs, offering unique genetic characteristics for specific grower
needs and may be protected by one or more of the following U.S. patents: 5322938,
5352605, 5359142, 5378619, 5424412, 5550318, 5554798, 5641876, 5717084, 5728925,
5804425, 6018100, 6025545, 6051753, 6063597, 6083878, 6331665, 6489542, 6645497,
6713063, 6962705, 7064249, 7070982, 7112665, 7227056, 7250501, 7304206, 7544862,

7618942, 7927598, and RE39247.

EPA Accepted: _ / [/

Monsanto Company

11-CR-192E-2R
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Plant-Incorporated Protectant Label

MON 89034 x TC1507 x MON 88017 x DAS-59122-7
RIB Complete™

Insect-Protected, Herbicide-Tolerant Corn
(Alternate Brand Name: Genuity® SmartStax® RIB Complete™}
(OECD Unique Identifier: MON-89034-3 X DAS-@1507-1
MON-88@317-3 x DAS-58122-7)

Active Ingredients:

Bacillus thuringiensis Cryl A.105 protein and the genetic material (vector PV-ZMIR245)

necessary for its production in corn event MON 89034 (OECD Unique Identifier: MON-89(334-3}
.2 0.0026%*

Bacillus thuringiensis Cry2 Ab2 protein and the genetic material (vector PV-ZMIR245)
necessary for its production in corn event MON 89034 (OECD Unique Identifier: MON-§9034-3)
< 0.0053%*

Bacillus thuringiensis CrylF protein and the genetic material (vector PHP8999) necessary
for its production in corn event TC1507 (OECD Unique Identifier: DAS- 91507-1)...< 0.0012%*

Bacillus thuringiensis Cry3Bbl protein and the genetic material (vector PV-ZMIR39)
necessary for its production in corn event MON 88017 (OECD Unique Identifier: MON-88017-3)
.. Z0.0079%%

Bacillus thuringiensis Cry34Ab]1 protein and the genetic material (vector PHP17662)
necessary for its production in corn event DAS-59122-7 (OECD Unique Identifier: DAS-59122-7)
~Z0.0194%*

Bacillus thuringiensis Cry35Abl protein and the genetic material (vector PHP17662)
necessary for its production in corn event DAS-59122-7 (OECD Unique Identifier: DAS-59122-7)
. .S 0.0042%*

Other Ingredients:

CP4 EPSPS protein (5-enolpyruvylshikimate-3-phosphate synthase) and the genetic material
(vector PV-ZMIR39) necessary for its production in corn event MON 88017
.............................................................................................................................. < 0.0052%*

PAT protein (phosphinothricin acetyl transferase) and the genetic material (vectors
PHP17662 and PHP8999) necessary for its productlon in corn events TC1507 and
DAS-59122-7 .. s GG DU 5 Y6 F
*Maximum percent (wtfwt) of dry forage

1 Genuity® SmartStax® RIB Complete™ seed with this refuge configuration contains 95%
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 mixed with at least 5% non-Bf corn
within a single lot of seed.
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KEEP OUT OF REACH OF CHILDREN

CAUTION
NET CONTENTS

EPA Registration Ne. 524-595
EPA Establishment No. 524-MO-4G2

Monsanto Coempany

8060 North Lindbergh Blvd.
St. Louis, MO 63167

DIRECTIONS FOR USE

It is a violation of Federal law to use this product in any manner Inconsistent with its
labeling. This product must be used as specified mn the terms and conditions of the
registration.

This product may be combined or produced through conventional breeding with other
registered plant-incorporated protectants that are similarly approved for use in combination,
through conventional breeding, with other registered plant-incorporated protectants to
produce inbred corn lines and hybrid com varieties with combined pesticidal traits.

MON 89034 x TC1507 x MON 88017.x DAS-59122-7 RIB Complete™ protects com crops
from leaf, stalk, and ear damage caused by lepidopteran com pests listed on this label and
root damage caused by com rootworm larvae listed on this label. In order to minimize the
risk of these pests developing resistance to MON 89034 x TC1507 x MON 88017 x
DAS-59122-7 RIB Complete™ com, an insect resistance management plan must be
tmplemented as defined in the registration terms and conditions.

Grower agreements will specify that growers must adhere to the refuge requirements that will
be described on the bag or bag/tag for MON 89034 x TC1507 x MON 88017 x DAS-59122-
7 RIB Complete™ com or other applicable product use documents.

Sales of corn hybrids that contatn Monsanto’s Bt corn plant-incorporated pesticide(s) must be
accompanied by either an IRM/Grower Guide or information on the bag or bag-tag, on
planting, production, and insect resistance management, and notes that routine applications of
msecticides to control these insects are usually unnecessary when comn containing the Bt
proteins is planted.

Corn seed bags or bag tags for products containing MON 89034 x TC1507 x MON 88017 x
DAS-59122-7 RIB Complete™ must include the refuge size requirement in text and
graphical format.
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INSECT RESISTANCE MANAGEMENT

Growers are instructed to read information on insect resistance management in the bag and/or
bag-tag.

These refuge requirements do not apply to seed increase/propagation of inbred and hybrid
seed corn up to a total of 20,000 acres per county and up to a combined United States (U.5.)
total of 250,000 acres per plant-incorporated protectant (PIP} active ingredient per registrant
per year.

The seed producer mwst ensure a muinimum of 5% non-PIP refuge seed is included with the
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 in each lot of seed com. The refuge
seed in the seed mixture may not be treated with seed-applied msecticides for com rootworm
(CRW) control unless the MON 89034 x TC1507 x MON 88017 x DAS-59122-7 seed in the
seed mixture receives the same treatment.

The IRM/Grower Guide for MON 89034 x TC1507 x MON 88017 x DAS-59122-7 RIB
Complete™ or comparable information presented on the product bag or bag-tag, must
contain the following information:

This product is a seed mixture containing MON 89034 x TCI507 x MON 88017 x
DAS-59122-7 and a minimum of 5% non-Bt seed that when planted creates an interspersed
refuge within the field. There are no reguirements for a separate structured refuge for
Genuity® SmartStax® RIB Complete™ com when planted in the U.S. com-growing region,
including Alaska and Hawaii, because the refuge seed is contained within the bag/container,

The interspersed refuge can only be used by planting seed corn specifically generated by
qualified seed producers/conditioners licensed by the registrant. Insecticidal treatments
labeled for adult CRW control are discouraged during the time of adult CRW emergence. -

The seed mix refuge option for Gcnuity® SmartStax® RIB Complete™ satisfies the
refuge requirements in ali regions other than in the cotton-grewing region where corn
earworm is a significant pest as defined below.

Additional refuge requirements in the cotton-growing region where corn earworm is a

significant pest
In the cotton-growing region where corn earworm is a significant pest, as defined below,

Genuity® SmartStax® RIB Complete™ requires the planting of an additional 20% structured
refuge (i.e. 20 acres of non-Bt corn for every 80 acres of Genuity® SmartStax® RIB
Complete™ planted).

The 20% refuge must be planted with corn hybrids that do not contain Bt technologies for the
control of corn rootworms or corn borers, The refuge and the Genuity® SmartStax® RIB
Complete™ should be sown on the same day, or with the shortest window possible between

Monsanto Company 11-CR-192E-2R Page 108 of 110
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planting dates to ensure that corn root development is similar among varieties. The
structured refuge may be planted as an in-field or adjacent (e.¢., across the road) refuge or
planted as a_separate block that is within % mile of the Genuity® SmartStax® RIB
Complete™ field. In-field refuge options include blocks, perimeter strips (i.e., strips around
the field), or in-field strips. If perimeter or in-field strips are implemented, the strips must be
at least 4 consecutive rows wide. The refuge can be protected from lepidopteran damage by
use of non-Bt insecticides if the population of one or more target lepidopteran pests of
Genuity® SmartStax® RIB Complete™ in the refuge exceeds economic thresholds. In
addition, the refuge can be protected from CRW damage by an appropriate seed treatment or
soil insecticide; however, insecticides labeled for adult CRW control must be avoided in the
refuge during the period of CRW adult emergence. Economic thresholds will be determined
using methods recommended by local or regional professionals (e.g., Extension Service
agents, crop consultants).

The cotton-growing region requiring the additional 20% refuge consists of the following
states: Alabama, Arkansas, Georgia, Florida, Louisiana, North Carolina, Mississippi, South
Carolina, Oklahoma (only the counties of Beckham, Caddo, Comanche, Custer, Greer,
Harmon, Jackson, Kay, Kiowa, Tillman, and Washiia), Tennessee (only the counties of
Carroll, Chester, Crockett, Dyer, Fayette, Franklin, Gibson, Hardeman, Hardin, Haywood,
Lake, Lauderdale, Lincoln, Madison, Obion, Rutherford, Shelby, and Tipton), Texas (except
the counties of Carson, Dallam, Hansford, Hartley, Hutchinson, Lipscomb, Moore, Ochiltree,
Roberts, and Sherman), Virginia (only the counties of Dinwiddie, Franklin City, Greensville,
Isle of Wight, Northampton, Southampton, Suffolk City, Surrey, and Sussex) and Missouri
{only the counties of Dunklin, New Madrid, Pemiscot, Scott, and Stoddard).

Monsanto Company 11-CR-192E-2R Page 109 of 110
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Corn Insects Controlled or Suppressed

European corn borer (ECB)
Southwestern corn borer (SWCB)
Southern comstalk borer (SCSB)
Corn earworm (CEW)

Fall armyworm (FAW)

Stalk borer

Lesser corn stalk borer
Sugarcane borer (SCB)

Western bean cutworm (WBC)
Black cutworm

Western corn rootworm (WCRW)
Northern corn rootworm (NCRW)

Mexican corn rootworm (MCRW)

Ostrinia nubilalis
Digtraea grandiosella
Diatraea crambidoides
Helicoverpa zea
Spodoptera frugiperda
Papaipema nebris
Flasmopalpus lignosellus
Diatraea saccharalis
Richia albicosta

Agrotis ipsilon

Diabrotica virgifera virgifera
Diabrotica barberi
Diabrotica virgifera zeae

MON 89034 x TC1507 x MON 88017 x DAS-59122-7 is a product of Monsanto’s and Dow
AgroSciences’ research programs, offering unique genetic characteristics for specific grower
needs and may be protected by one or more of the following U.S. patents: 5322938,
5352605, 5359142, 5378619, 5424412, 5550318, 5554798, 5641876, 5717084, 5728925,
5804425, 6018100, 6025545, 6051753, 6063597, 6083878, 6331665, 6489542, 6645497,
6713063, 6962705, 7064249, 7070982, 71126635, 7227056, 7250501, 7304206, 7544862,

7618942, 7927598, and RE39247.

EPA Accepted: _ /_ /

Monsanlo Company

11-CR-192E-2R
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MONSANTO
imasine
J. Austin Burns
i MonsanTO Conpally
Regul arory Aﬁ airs Manag Gt Hoo NGZE:H LINGBE:.:H BiLvp
(3]4) 694-6514 St. Lans, Missous 63137

hitp./ Swww.monsanto.com

June 10, 2011

Document Processing Desk (PETN)

Office of Pesticide Programs

Biopesticides and Pollution Prevention Division (7511P)
U.S. Environmental Protection Agency

Room $-4900, One Potomac Yard

2777 South Crystal Drive

Arlington, VA 22202-4501

Attn:  Dr. Sheryl Reilly, Team Leader 92

Subject: Application to extend the registration of MON 89034 x TC1507 x MON 88017 x
DAS-59122-7 RIB Complete™; EPA Registration Number 524-5935; non-PRIA.

Dear Dr. Reilly:

Please find an application for the registration extension of the plant-incorporated protectant
MON 89034 x TC1507 x MON 88G17 x DAS-59122-7 RIB Complete” Insect Protected,
Herbicide-Tolerant Corn (EPA Reg. No. 524-595) enclosed.

MON 89034 x TC1507 x MON 88017 x DAS-59122-7 RIB Complete™ was conditionally
registered on April 8, 2011. The initial time-limited registration expires on October 31, 2011.
During the initial registration period, Monsanto, in conjunction with Dow AgroSciences (EPA
Reg. No. 68467-16), are providing further information supporting this product in accordance with
the terms and conditions of registration, including an updated draft label. This current
application request is to extend EPA Reg. No. 524-595 for a period of two years beyond the
current expiration date based on the EPA’s registration decision in the BRAD for this product
(EPA Docket ID EPA-HQ-OPP-2011-0362-0002, April 8, 2011; p27). A subsequent registration
extension will be requested at that time, based on the revised registration duration scheme for
PIP products representing reduced risk for developing insect resistance (Optimum® AcreMax™
B.t. Corn Seed Blends BRAD; August 4, 2010; pl9). An updated data matrix is being supplied
with this application. With the exception of the revised label to incorporate bag-tag language
suitable for both the corn- and cotton-growing areas as required under the current terins’ and
conditions, no other changes are being made to the registration conditions as part of this
registration extension request, and a timely review and decision is therefore requested.

Pl

™ RIB Complete is a trademark of Monsanto Technology LLC
Monsanto Company 11-CR-192E-2R Page 1 of 3



Pursuant to this request, attached is a letter from Dow AgroSciences authorizing data citation
related to Events TC1507 and DAS-59122-7.

The documents accompanying this submission are listed in the table below. The table includes
the classification categories “A”, “B”, and “C” for each document, as defined by the Agency:

»  Category “A”: Materials that can be released to anyone, regardless of affiliation to a
foreign or multi-national pesticide producer.

»  Category “B” Information can be released only to individuals that attest they are not
employees or agents of a foreign or multi-national pesticide producer, as per FIFRA
Section 10(g).

s Category “C”: Confidential Business Information that is protected from any disclosure
indefinitely by provisions put forth by the EPA, as per FIFRA Section 10.

A CD-ROM containing the fully releasable ("A") documents, with the exception of the data citation
authorization letter, is provided in pdf format.

[t is Monsanto’s understanding that this request is a non-PRIA action.

e Fee category: Non-PRIA Amendment
» Fee category amount: $0

o T I S ]
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Documents accompanying this application for registration

Volame

Category

Pocument

Hard copy

.pdf file for
E-docket

N/A

A

Cover letter

7

7

N/A

A

Dow AgroSciences data citation letter

7

N/A

A

Transmittal document

7

7

Administrative Materials for the
Application to Amend the Registration
of the Plant-Incorporated Protectant,
Bacillus thuringiensis CrylA.105,
Cry2Ab2, CrylF, Cry3Bbl, Cry34Abl,
and Cry35Ab1 Proteins and the Genetic
Materials (Vectors PV-ZMIR245,
PHP&999, PV-ZMIR39, and PHP17662)
Necessary for their Production in

MON 89034 x TC1507 x MON 88017
x DAS-59122-7, With an Interspersed
In-Field Refuge Configuration Using a
Seed Mixture

C

Confidential Statement of Formula

7

Should you require any additional information regarding this application please feel free to
contact Daniel Jenkins at 202-383-2851, or myself at 314-694-6514,

Sincerely,

JAustin Burns, Ph.D.

Regulatory Affairs Manager
Monsanto Company

cc: Mike Mendelson, EPA/OPP/BPPD
Russell Schneider, Monsanto
Nicholas Storer, Dow AgroSciences
Stephanie Burton, Dow AgroSciences

Monsanto Company

11-CR-192E-2R
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Dow AgroSciences, LLC
9330 Zionsville Road
Indianapolis, IN 46268-1054

May 27,2011

Document Processing Desk

Office of Pesticide Programs (7504F)
U.S. Environmental Protection Agency
Room $-4200, One Potomac Yard
2777 Scuth Crystal Drive

Arlington, VA 22202-4501

Attn: Dr. Keith Matthews, Esq., Director Biopesticide and Pollution Prevention Division
LETTER AUTHORIZING DATA CITATION

We hereby confirm that Agrigenetics, Inc. d/b/a Mycogen Seeds c/o Dow AgroSciences LLC, on behalf of itself and
its affiliates, (collectively, “Dow AgroSciences™) authorizes Monsanto Company (Monsanto) te cite, and the U.S.
Environmental Protection Agency (EPA) te refer to, data previcusly submitted by Dow AgreSciences in cennection
with any of the following products:

» Insect-protected, glufosinate-tolerant maoize contoining the CrylF and PAT proteins, Event TCI1507
(DAS-01507-1);

» Insect-protected, glyfosinate-talerant maize cantoining the Cry34/354b1 and PAT proteins, Event DAS-
59122-7 (D4S-59122-7)

and all relevant data that Dow AgroSciences has provided EP A to support the Section 3 registration extension for
MON §9034 x TC1507 x MON 88017 x DAS-59122-7 Insect-Protected, Herbicide-Tolerant Com (Refuge
Advanced™ Powered by SmartStax® / Gemuity® SmartStax® RIB Complete™), EPA Registration Nos. 68467-16
and 524-393, )

This authorization shall not be construed as authorization to use or consider said data, directly or indirectly, in
support of any application submitted by any other applicant, for an application by Monsante for activities other than
the registration request as described herein, or for any other regulatory entity to refer to or rely on this data. Dow
AgroSciences does not grant permission for citation or reference of this data for any use not specifically stated
herein, does not grant permission for citation or reference of data (including fisture data) not specified herein, and
nothing in this agreement grants permission for the (1.8, EPA to provide copies of any data to any party.

If you require further information, please contact the undersigned at 317-337-3692.

Best Regards, B g

s -

Gregory L. Orr, Ph.D.
Global Regulatory Leader — Corn Traits
Dow AgroSciences LLC

SmartStax® multi-event technology developed by Dow dgroSciences and Monsonto.

ESmartStax is o registered trademork of Monsanto Techuology LLC, 132
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MONSANTO

TRANSMITTAL DOCUMENT

SUBMITTED BY
Monsanto Company

800 N. Lindbergh Blvd.
St. Louis, MO 63167

REGULATORY ACTION IN SUPPORT OF WHICH
THIS DOCUMENT IS SUBMITTED

Administrative Materials for the Application to Amend the Registration of the Plant-
Incorporated Protectant, Bacillus thuringiensis Cryl1A.105, Cry2Ab2, CrylF, Cry3Bbl,
Cry34Abl, and Cry35Ab1 Proteins and the Genetic Materials (Vectors PV-ZMIR245,
PHP8999, PV-ZMIR39, and PHP17662) Necessary for their Production in
MON 89034 x TC1507 x MON 88017 x DAS-59122-7,
With an Interspersed In-Field Refuge Configuration Using a Seed Mixture

EPA Registration Number: 524-595

TRANSMITTAL DATE
June 10, 2011
MONSANTO REFERENCE No.

11-CR-192E-2R

Monsanto Company 11-CR-192E-2R Page 1 of2 133



LIST OF SUBMITTED DOCUMENTS

Administrative Materials

Volume 1. Administrative Materials for the Application to Amend the Registration of the
Plant-Incorporated Protectant, Bacillus thuringiensis Cryl A.105, Cry2Ab2,
CrylF, Cry3Bbl, Cry34Abl, and Cry35Ab] Proteins and the Genetic
Materials (Vectors PV-ZMIR245, PHP8999, PV-ZMIR39, and PHP17662)
Necessary for their Production in MON 89034 x TC1507 x MON 88017 %
DAS-59122-7, With an Interspersed In-Field Refuge Configuration Using a
Seed Mixture

MRID Number

[T L—(O - 20l
ustin Burns, Ph.D. Date

Regulatory Affairs Manager
(314) 694-6514

Company Official:

Company Name:  Monsanto Cmﬁpany.

Company Contact: Daniel Jenkins, 1.D., M.S.
U.S. Agency Regulatory Affairs Manager
(202) 383-2851 .

ProaEoe
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Ms. Stephanie Burton

Associate Biotech Regulatory Manager
Mycogen Seeds ¢/o Dow AgroSciences LLC
9330 Zionsville Road

Indianapolis, Indiana 46268-1054

Subject: Refuge Advanced™ Powered by SmartStax®
June 1, 2011 Application to Amend the Expiration Date
EPA Registration Nos. 68467-16

Dear Ms, Burton:

The amendment referred to above, submitted in connection with registration under
Section 3(c}(7T}A) of the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), as
amended, is acceptable provided that the revised expiration date for this product is November 30,
2011. Per our discussions with Dow AgroSciences, the Agency intends to determine a longer
term expiration date for this product, along with other SmartStax related products, during the
month of November. In order to facilitate this process, please submit a corresponding
amendment application. '

Sincerely,
Sheryl K. Reilly, Ph.D.
Chief, Microbial Pesticides Branch

Biopesticides and Pollution
Prevention Division (7511P)
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MONSANTO
VOLUME 1

Administrative Materials for the Application to Amend the Plant-Incorporated Protectant,
Bacillus thuringiensis Cryl A.105, Cry2Ab2, CrylF, Cry3Bbl, Cry34Abl, and
Cry35Ab1 Proteins and the Genetic Materials (Vectors PV-ZMIR245, PHP8999, PV.-
ZMIR39, and PHP17662) Necessary for their Production in
MON 89034 x TC1507 x MON 88017 x DAS-59122-7,

With an Interspersed In-Field Refuge Configuration Using a Seed Mixture

EPA Reg. Number: 524-595

AUTHORS

Bradley A. Comstock
J. Austin Burns, Ph.I3,

SUBMISSION DATE

June 10, 2011

SUBMITTING REGISTRANT
Monsanto Company

800 N. Lindbergh Blvd.
St. Louts, MO 63167 S

MONSANTO REFERENCE No.

11-CR-192B-2R

Rt
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The text below applies only to use of the data by the United States Environmental
Protection Agency (U.S. EPA) in connection with the provisions of the Federal
Insecticide, Fungicide, and Rodenticide Act (FIFRA).

STATEMENT OF DATA CONFIDENTIALITY CL.AIM

No claim of data confidentiality is being made for information contained in this
document on the basis of its falling within the scope of FIFRA §10(d)(1)(A), (B), or (C).
However, a supplemental data confidentiality claim 1s being made for some information
claimed herein. The applicable information has been removed to a confidential
attachment.

“We submit this material to the United States Environmental Protection Agency
specifically under requirements set forth in FIFRA as amended, and consent to use and
disclosure of this material by the EPA strictly in accordance with FIFRA. By submitting
this material to EPA in accordance with the method and format requirements contained in
PR Notice 86-5, we reserve and do not waive any rights involving this material that are or
can be claimed by the company notwithstanding this submission to the EPA.”

COMPANY: Monsanto Company

COMPANY AGENT: ,_/ m(”///

Ausfin Burns, Ph.D.
Regulatory Affairs Manager

DATE: June 10,2011

L R R

ERE
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GLP COMPLIANCE STATEMENT

The materials in this volume do not meet the requirements of the Good Laboratory
Practice Standards, 40 CFR Part 160. This volume provides the administrative materials
for the Application to amend the registration of MON 89034 x TC1507 x MON 88017 x
DAS-59122-7 Insect Protected, Herbicide-Tolerant Corn with an interspersed in-field

refuge configuration using a seed mixture, and therefore were not developed in
compliance with 40 CFR Part 160.

4 o E-to-2e(

Submitter Date
J. Austin Burns, Ph.D.
Regulatory Affairs Manager

Q/%J M e
~ / Sponsor Date

Jeffrey T. Bookout, M.S., M.B.A. -
Corn Regulatory Affairs Lead

e / P i p
Sprdy Director Date

Bradley A. Comstock
Regulatory Affairs Manager
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Please read instructions on reverse before compisting form.

Form Approved. OMB No. 2070-0080. Approval Expires 2-28-85

3E PA

United States

Environmental Protection Agency
Washington, DC 20460

[l Registration
% Amendment

lj Other

QPP identifier
Number

Application for Pesticide — Section |

1. Company/Product Number

File Symbol 524-595

2. EPA Product M

anager

Dr. Sheryl Reilly

Company/Product (Name)

MON 89034 x TC1507 x MON 88017 x DAS-59122-7

PM #

92

3. Proposed Classification

None D Restricted

8. Name and Address of Applicant (in¢lude ZIP Cods)

Monsanto Company
800 North Lindbergh Blvd.
St. Louis, MO 63167

I:I Check if this is a new address

EFPA Reg. No.

6. Expedited Review. In accordance with FIFRA Section 3(c)(3HB)(i). my
product is similar or identical in composition and labeling to:

Product Name
Section — ||

X
[]
[ ]

Amendment — Explain below.
Resubmission in response to Agency letter dated

Nofification — Explain below.

L]

[
[]

“Me Too" Application.
Other — Explain below.

Final printed labels in response to
Agency letter dated

Explanation: Use additional page(s) if necessary. {For Section | and Section II.}
Application to Amend the Registration of the Plant-Incorporated Protectant, Bacillus thuringiensis Cryl A.105, Cry2Ab2, CrylF, Cry3Bbl, Cry34Abl
and Cry35Abl Proteins and the Genetic Materials {Vectors PV-ZMIR245, PHP2999, PV-ZMIR39, and PHP17662) Necessary for their Production in
MON 89034 x TC1507 x MON 88017 x DAS-59122-7, with an interspersed in-field refuge configuration using a seed mixture, to extend registration

524-595

Section - 11

4._Materjal This Product Will Be Packaged In:

iild-Resistant Packaging
Yes*

[ ne

Unit Packaging

Yes
I:I No

I:l‘r’es
[Ino

Water Soluble Packaging

* Certificatron must
be submitied

If“Yes”

Unit Packaging wgt.

If “Yes"
Package wgt.

No. per -
Contfainer

No. per
Container

D Pape

{Spedify)

2. Type of Container
Metal

|:| Plastic
D Glass

r

D Other

3. Location of Net Contents Information

I:l Label D Container

4. Size(s) Retail Container

S, Location of Label Directions

D On Labd

Various [ ] on Labeling accompanying product
8. Manner in Which Label is Affixed to Product : Lithograph D Cther
: Paper glued
: Stenciled
Section - IV

1. Contact Point {Complete lfems directly betow for identification of individuat fo be contacted, /f necessary, fo process this application.}

Name

Daniel 1, Jenkins, 1.D., M.S.

Title

U.8. Agency Regulatory Affairs

Code)}

Telephone No. (Incfude Area

(202) 383-2851

Manager
Certification 6. Date Application
{ certify that the slafements | have made on this form and aff atfachments thereto are frue, accurate and complete. EREsiias
{ acknowledge that any knowingly false or misteading statement may be punjshable by fine or imprisonment or
both under applicabte law. (Stamped)
2. Signature 3. THle
/ W— Regulatory Affairs Manager
N e
ITyped Name 5. Date
J. Austin Burns, Ph.D. Tel. (314} 694-6514 June 10, 2011
EPA Form 8570-1 {Rev. 3-24) Previous editions are obsolete. White - EPA File Copy (orlginal} Yellow Applicant Copy
Monsanto Company 11-CR-192E-2R Raggs5 of 110




CONFIDENTIAL STATEMENT OF FORMULA

{CBI Cross Reference Number 1}
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aE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, 5. W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 1.25 hours
wper response for registration and 0.25 hours per response for reregistration and special review activities, including time for reading the
‘instructions and completing the necessary forms. Send comments regarding burden estimate or any other aspect of this collection of
information, including suggestions for reducing the burden to Director, OPPE Information Management Divigion {2137), U.8.
Environmental Protection Agency, 401 M Street, S.W., Washington DC, 20460. Do not send the completed form to this address,

Certification with Respect to Citation of Data

Applicants/Registrant's Name, Addrass, and Telephone Number: EPA Registration Number / File Symboi:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 524.595
(314) 694-6514

Active Ingredient(s) and/or representative lest compound(s). Bacilfus thuringiensis CrytA.105, Date:

Cry2Ab2, CryiF, Cry3Bbt, Cry34Abl and Cry35Abl Proteins and the Genelic Materials (Vectors PV-
ZMIR245, PHPS%9, PV-ZMIR39, and PHP L 7662) Necessary for their Production in MON 89034 x TCt507 | June 10, 2011
x MON 88017 x DAS-59122-7

General Use Pattern(s) (list all those claimed for this product using 40 CFR Part 158: Product Name:
MON 89034 x TCE507 x MON 88017 x DAS-59122-

Terrestrial field crop 7 RIB Compleie™
omplele

NOTE: If your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not
need to submit this form. You must submit the Formulator's Exemption Statement (EPA Form 8570-27).

|:| | am responding to a Data-Call-in Nolice, and have included with this form a list of companies sent offers of compensation (the Data Matrix form
should be used for this purpose).

Section I: METHOD OF DATA SUPPORT {Check one method only)

1 am using the cite-all method of support, and have included with | am using the selective method of support (or cite-all option under
D this form a list of companies sent offers of compensalion (the EI the selective method}, and have included with this form a
Data Malrix Form shouid be used for this purpose}. compleled list of data reguirements (the Data Matrix form must be
used).

Section II: GENERAL OFFER TO PAY

_ D jReguired if using the cite-all method or when using the cite-all option under the seleclive method to salisfy one or more data requiremenits)
! | hereby offer and agree to pay compensalion, to other persons, with regard lo the approvatl of this application, to the extent required by FIFRA.

Section lli: CERTIFICATION

| certify that this application for registration, this form for reregistration, or this Data-Call-in response is supported by all data submitted or cited in
the application for registration, the form for registration, or the Data-Call-In response. in addition, if the cite-alt option or cite-all oplion under the selective
method is indicated in Section 1, this application is supported by all data in the Agency's files that (1) concern the properties or effects of this product or
an identical or substantially similar product, one or more of the ingredients in this product; and (2) is a type of data that would be reguired fo be submitted
under the data requirements in effect on the date of approval of this application if the application sought the inilial registration of a product of identical or
similar composition and uses.

| certify that for each exclusive use study ciled in support of this registration or reregistration, that | am the onginal data submitter or that | have oblained
the written permission of the original data submitter o cite that shudy.

| certify that for each study cited in support of this registration or reregistration that is not an exclusive use study, either: {a) t am the original data
submitter; (b} | have cblained the permmission of the original data submitter fo use the study in support of this application; (c} all periods of eligibility for
compensatlion have expired for the study; (d) the study is in the public literature; (e} | have notified in writing the company that submitted the study and
have offered (i} lo pay compensalion lo the extent required by sections 3(c){1)(F) andfor 3(c}(2)(B) of FIFRA; and (i) to commence negoliations lo
determine the amount and terms of compensation, if any. to be paid for the use of the study,

| certify that in all instances where an offer of compensation is required, copies of ali offers to pay compensation and evidence of their delivery in
accordance with sections 3(c)(1){F) and/or 3(c)(2)(B) of FIFRA are available and will be submitted to the Agency upon reguest. Should | fail to produce
such evidence to the Agency upon request, | understand that the Agency may iniliale action to deny, cancel or suspend the registration of my product in
conformity with FIFRA.

t certify that the statements t have made on this form and all attachments to it are true, accurate, and compiete. } acknowledge that any
knowingly faise of misleading statement may be punishable by fine or imprisonment of both under the applicable jaw.

Signature Date Typed or Printed Name and Title
June 10, 2011 1. Awstin Bums, Ph.D.

Regulatory Affairs Manager

@T-Form 8570-34 (9 9?) Electronic and Paper Versions available. Submit only Paper version.
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~ Form Approved OMB No. 2070-0060
!l'?E pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Raperwork Reduction Act Notice: The public reporting burden for this colleclion of infermation is estimated to average 0.25 hours per response for registration aclivities and 0.25 hours per
response for reregisiration and special review activilies, inciuding time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of informalion, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Proteclion Agency,
401 M Street, S.W., Washington, DC 20480. Do not send the form lo this address.

DATA MATRIX

Date:  June 1, 2011 EPA Reg. No.fFile Symbol: 524-595 i Page | of 66
Applicant's/Registrant's Name & Address: Product:  MON 89034 = TC1507 =
Monsanto Company, 800 N. Lindbergh Blivd., 8t. Louis, MO 63167 MON 88017 x DAS-59122-7 RIB Complcte™

Ingredient  Bacillus thuringlensis Cryl A.105, Cry2Ab2, CrylF, Cry3Bbl, Cry34/35A01 Protcing and the Genetic Materials (Veetors PV-ZMIR245, PHP8999, PV-ZMIR39, and PHP 17662) Necessary for
their Production in MON 89034 x TC1507 * MDN 88017 = DAS-59122-7 (OECD Uniguce ldentificr: MON-89(34.3 x DAS-B1567-1 x MON-88(17-3 » DAS-59122-7}

Guideline Reference Number Guideline Sludy Name MRID Number Submitler Slatus Note

Administrative Matertals for the Application to Amend
tie Planl-Incorporated Proteetanl, Bactllis thuringtensis
Cryl A. 105, Cry2Ab2, CryIF, Cry3Bbl, Cry3dAbl, and
Cry35AbI Proteints and the Genetic Materials (Vectors
PV-ZMIR245, PHPE999, PV-ZMIR3Y, and PHP17662) -
Necessary for their Production in MON 89034 x TC1507
= MON 88017 x DAS-59122-7, With at Interspersed In- Admintstrative
Ficld Refuge Contfiguration Using a Sced Mixture Monsante Company OWN This Submissien

Administrative Materials for Dow AgroScicnees’ and .
Monsanto's Response to Uncertaintics Raised by the

SmanStax? RIB Scicntific Advisory Pancl, Dec 8-9, Administrative
MNA 2010, : 484234-0¢ Monsanto Contpany OWN Supportittg Dala

Dow AgroScicnces” and Monsanto’™s  Respense to

Uncertainties Raised by the SmartStax® RIB Scicntific Supporting Data
NA Advisory Iauci, Dec 8-9, 2010, 484234-01 Monsanto Company OWN

Monsante Protocel/Reluge Assurance ltrogram, meluding
Licensce Sced Conditioner's Qualification for Sced Mix
NA Refuge Products (RIB} 4839400 Monsante Company OWN Supporting Data

Information Regarding the Manufacturing Process for a
5% Sced Mix Reluge for MON 89034 = TC1507 = MON
88017 % DAS-59122-7 (Genuity® SmanStax®; EPA File

NA 1 Symbol 524-LOL} NA Monsanio Company OWN Supporting Dala
Name and Title Date
Signature SIGNATURE PAGE FOR 66 PACGES ﬂ m_mm_ J. Austin Burns, Ph.D. June |, 2011
fd ’ Regulatory Affairs Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version, Agaency Internal Use Copy
Mousanto Company 11-CR-192E-2R Page 18 of 110
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-~ Form Approved OME No. 2070-0060
WE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, 5.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and compiating the nacessary forms. Send comments regarding the byrden estimate or any
other aspect of this collection of information, inciuding suggestions for reducing the burden to: Director, OPPE Information Management Division (2137}, L1.5. Environmenital Protection Agency,
401 M Street, 5.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX
Date: June 1, 2011 EPA Reg. NofFile Symbol: 524-595 | Page 2 of 66
Applicant's/Registrant's Name & Address: Product: MON 89034 = TCI507 =
Monsanto Company, 800 N. Lindbergl: Blvd,, St. Louis, MO 63167 MON 88017 x DAS-59122-7 RIB Completg™

Ingredient  Baeilius thuringiensis Cry ] A 105, Cry2Ab2, CrylF, Cry3Bbi, Cry34/35Ab1 Proteins and the Genctic Materials {Vectors PY-ZMIR245, PHP8999, PV-ZMIR39, and
PHP17662) Necessary for tfieir Production in MON 89034 x TC{507 x MON 88017 x DAS-59122-7 (OECD Unigue ldentifier: MON-89@34-3 x DAS-@{5@7-1 x MON-88@17-3
DAS-59122-7}

Gudeline Reference Number Guideline Study Name - MRID Number Submitter Status Note

Administrative Materials for the Application to
Register tiie Plant-Incorporated Protectant, Bacifius.
rhuringtentis Cry1 A, 105, Cry2Ab2, CrylF,
Cry3Bbl, Cry34Abl, and Cry35Ab1 Proteins and
the Genetic Materials {Vectors PV-ZMIR245,
PHP8999, PV-ZMIR39, and PHP{7662) Necessary
for their Production in MON 89034 x TC1507
MON 880t7 x DAS-59122-7, With an Interspersed
In-Field Refuge Configuration Using a Sced

NA Mixture 47943700 Monsanto Company OWN Administrative

Five Percent Secd Mix Refuge as an Inscct
Resistance Management Option for MON 89034 x
NA TC1507 « MON 88017 x AS-59122-7 47943701 Monsanto Company OWN Supporting Dala

The Benefits of a 5% interspersed In-ficld Refuge

NA Option for SmartStax™ Com 47943702 Monsante Company OWN Benefits
Signature Name and Title Date
See Page 1 for Signature 1. Austin Burnss, Ph.D. June 1,2011
Regulatory Affairs Manager
EPA Form 8570-35 (9-97) Etectronic and Paper versions available, Submit only Paper version, Agency internat Use Copy
Monsanto Company 11-CR-192E-2R Page 19 ol L10
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, 5.W.
Washington, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notlce: The public reporting burden for Lhis colleclion of informalion is eslimaled lo average 0.25 hours per response for regisiralion aclivilies and 0.25 hours per
response for reregisiration and special review aclivilies, including lime for reading (he inslruclions and compleling lhe necessary forms. Send commenls regarding the burden eslimale or any
olher aspecl of Lhis colleclion of informalicn, including suggeslions for reducing the burden lo: Direclor, OPPE Informalion Managemenl Division (2137), U.S. Environmenta! Proleclion Agency,
401 M Sireel, 8. W., Washinglon, DC 20460. Do nol send Lhe form lo his address.

DATA MATRIX

Date: June |, 2011

EPA Reg. NoJ/File Symbol: 524-581 Page 3 of 66

Applican's/Regisirant's Name & Address:

Product:

MON 89034 x TCI507 x MON 88017 x
DAS-59122-7

Meonsanto Company, 800 N. Lindbergh Blvd., St Louts, MO 63167
Ingredient  Baeilfns thurfgiensis Cry L AL105, Cry2Ab2, CrylF, Cry3Bb!, Cry34Abl, and Cry35ADb1 Proteins and Lhe Genclic Malerials (Veclors PV-ZMIR245, PHP8999, PV-ZMIR39,
and PFP17662) Necessary for their Production in MON 89034 x TC1507 x MON 880!7 x DAS-59122-7 (OECD Unique Identifier: MON-89034-3 x DAS-B1507-1 » MON-8801 7-3x%

DAS-59122-7)
Guidelite Reference Number Guideline Study Name MREID Number Submitter Statug Note
Goodwin, B.K., Marra, M.C,, and N.E. Piggolt. 2009,
Farm-Level Benefits of a Refuge Reduction for Supporting
SmartStax ™. A report from Agri-Analyties, linc. NIA Monsaato Cotepany OWN Information
Bums, J. A, 2009, The Bencefits of Refuge Reduction to Supportittg
5% for SmartStax Com 47943702 Monsamo Company OWN Information
Burus, 1.A. 2009. Response to U.S. EPA BPPD Letter, "
Dalcd Marclt 19, 2009 Regarding Applications to Regisier
MON 89034 xTCL507 » MON 88017 = DAS-59122-7 Supportitg
EPA File Symbels: 524-LIR (MON), D-395123 (DAS). N/A Monsanlo Comparty OWN Infornation
Bogdarova, N., .A. Bums, G. Head, 1. 2. 2009,
Condition of Registeation for MON 89034 x TC1507 =
MON 88017 x DAS-59122-7 lnscet-protected and i Tenms and
Herbicide Tolewnt Com: Compliance Assurance Plan 47883001 Monsanto Company OWN Conditions
Bogdanova, N., . Cardea, J. Lambert, ct. al. 2009.
Educational Materials and Informalion of IRM
Reguiremenls Provided by Mensanto Company to
Growers of MON 89034 < TCL507 » MON 88017 x
DAS-59122-7 Inscet-prolected and Herbicide Tolorani Terms and
Com 47883602 Monsatio Company OWN Conditions
Signature Nae and Title Date
See Page 1 for Signature 1. Austin Burns, Ph.D. June 1, 2011
Regulalory Affairs Manager

EPA Form 8570-35 (9-97) Eleclronic and Paper versions available. Submit only Paper version.

Monsanto Company

11-CR-192E-2R

Agency Internal Use Copy

Page 20 of 110
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o Form Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimaled to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregislration and special review aclivities, including time for reading the instruclions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggsstions for reducing the burden to: Director, OPPE Information Management Division {2137), 1.5, Environmentat Proteclion Agency,
401 M 3Street, S.W., Washinglon, DC 20480, Do not send the form lo this address.

DATA MATRIX

Date: June 1, 2011 EPA Reg. No/Filc Symbol: 524-581 | Page 4 of 66

Applicatil’s/Repistrant's Name & Address: Product:  MON 89034 = TC1507 = MON 88017 x
Monsanto Cotnpany, 800 N. Lindbergh Blvd., St. Louts, MO 63167 DAS-59123-7

Ingredicnt  Bacillis thurmgiensis Cryl A 105, Cry2 Ab2, CrylF, Cry3BbI, Cry34Abl, and Cry35Ab1 Proteins and the Genctic Materials (Vectors PV-ZMIR245, PHP§999, PV-ZMIR39,
and PP 17662) Necessary for their Production in MON 89034 x TC1507 x MON 88017 = DAS-59122-7 {GECD Unique ldentifier: MON-89@134-3 x DAS-0| 5007-1 x MON-88@17-3x%
DAS-59122-7)

Guideline Referenee Number Guideline Study Name MRID Number Sabmilicr Slalus Nete

Head, G, W. Mcar, and N. Storer, 2009, Inscel -
Resistance Moniloring and a Remedial Action Plan for - ;

MON 82034 = TC1507 = MON 88017 = DAS-59122-7 Terms and
Insect-peolected and Herbicide Tolerant Commn 47883603 Monsalo Company OWN Condilicus

Keller, P. 2011, Annual Sales Report for MON 8!0:
MON 863, MON 863 = MON 810, MON 88017,
MON 88017 = MON 810, MON 89034, MON 88317 x
MON 89034, and MON 88017 = MON 89034 = TC1507 Terms and
% DAS-59122.7 g 48367801 Mousanlo Company OWN Conditions

Submissien of Pesticide Uise Data in Support of the,
Registrations of MON 810, MON 863, MON 863 =
MON 810, MON 8R017, MON 88017 = MON 810,
MON 59034 (x NK603), MON 89034 x MON 88017, Terms and
MON 89034 = TC1507 x MON 880t7 x DAS-59122-7 48367800 Monsatle Company OWN Condilions

Zahera, A. and P. Keller. 2011, 2010 Insect Resistatce
Management Compliance Assurance Program Report for
MON 89034 = TC1507 x MON 88017 x DAS-59122-7

Insect-protected and Herbicitle Tolerant Com - 48367901 Mousanto Company OWN IRM

Submission of Efficacy Data in Suppod of the

Registration of MON 89034 x TC1507 x MON 88017 x Product

DAS-59122-7 48369700 Meousanle Comnpany OWN Characterization
Signature , Name and Title Date

See Page 1 for Signature . 1. Austin Buens, PleD. June 1, 2011
Regulatory Affairs Managgr

EPA Form 8570-35 (9-97} Elecironic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
Monsauto Company 11-CR-192E-2R Page 21 of 110




™ Form Approved OMB No. 2070-0080
E pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
Ly 4
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is eslimated to average .25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review aclivilies, including ims for reading the instructions and completing the necessary forms. Send comments regarding the burden estimale or any
other aspect of this collection of informalion, including suggeslions for redusing the burden to: Direclor, OFPE Information Management Division {2137}, U.S. Environmental Protection Agency,
401 M Sireet, S.W., Washington, DC 20460. Do not send the form to Ihis address.

DATA MATRIX

Date: Juue 1, 2011 EPA Reg. NoFile Symbol: 524-381 | Page 5 of 66
Applicant'sficgistrant's Name & Atldress: Product:  MON 89034 x TC1507 x MON 88017
Monsanlo Company, 800 N. Lindbergh Blvd., St. Lows, MO 63167 DAS-59122-7

Ingredicnt  Beaciltus thuringiensis Coy YA 105, Cry2 Ab2, CrylF, Cry3Bbl, Cry34Abl, and Cry35Ab1 Proteins and tlte Genclic Maleriais (Veclors PV-ZMIR245, PHP8999 PV-ZMIR39,
and PHP17662) Necessaty for their Production in MON 89034 < TC1507 x MON 88017 x DAS-52122-7 (OECD Unique Identifiec: MON-8%(334-3 x DAS-@1567-1 x MON-83@17-3x
DAS-59122-7)

Guideline Heferenee Number Guideling Study Name MRID Nuinber Submitter Status Nolg

Head, G., M. Carroll, L. Stork, ct. al. 2011. Com
Rootworm Adult Emergence fromn MON 89034 «
TC1507 *x MON 88017 = DAS-59122-7, MON 88017,
DAS-59122-7, and Non-Bt Corn with Various Bgg
Densitics in 2010 LS. Ficld Trials ' 48369701 Monsanto Company OWN IRM

Administrative Materials for the Application to Register
the Plant-Incorperated Protectant, Bacilius Mhuringiensis
CrylA 105, Cry2Ab2, CrylIF, Cry3Bbl, Cry34 and )
Cry35 Proteins and the Genetic Materials {Vectors PV-
ZMIRZ45, PHP8999, PV-ZMIR39, and PHP17662)
Neecssary for their Production in MON 89034 « TC1507
= MON 83017 » DAS-59122-7. Monsanto Company OWN Administrative

Bumns, LA, 2008. Hwnau Health and Environmental
Asscssiment of the Plant-lncorporated Protectant Bueifias
tnningiensis Cry 1 A.105, Cry2Ab2, CrylF, Cry3Bbl,
Cry34Ab1, and Cry35Ab1 Proteins Produced in the
Combated Trait Com Product MON 89{134 = TCt507 =
MON 88017 « DAS-59122-7. Mousanto Teehirical Prodnct

885.1100 Report MSLD021223, 47444901 Mousanto Company OWN Characterization

Rice, I.F. 2008. Summaty of Scuthemn Blot Analyscs to
Contirm the Presence of MON 89034, TCI507, MON
88017, antt DAS-59122-7 in the Combined Trait Com
Product MON 89034 = TC1307 » MON 88017 = DAS-

Product
885.1100 59122-7. Monsanto Technical Report MSLOD21265, 47444902 Mousanto Contpany OWN Clameicrization
Taylor, J.P., §.R Groat, and J.D, Masucci. 2007, Southcrn
Blot Analyscs to Confinm e Presence of MON 89034
and MON 88017 in the Combined trait Com Product
MON 89034 » TC1507 x MON 88017 x DAS-39122.7. Product
2851100 Monsaite Technical Report MSLOO20682. 47444903 Monsanto Comparry OWN Characlerization
Signature Narme and Title Date
See Page 1 for Signature J. Austin Burns, Ph.D. June 1, 2011
Repgulatory Affairs Manager
EPA Form 8570-35 {9-97) Eleclronic and Paper versions available. Submil only Paper version, Agency Internal Use Copy
Mousante Company . 1 1-CR-192E-2R Page 22 of 110
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- Form Approved OMB No. 2070-0060
“E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Paperwaork Reduction Act Notice: The public reporting burden for this colleclion of information is estimaled lo average (.25 hours per response for registration aclivilies and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and compleling the necessary forms, Send commenis regarding the burden estimale or any
other aspec! of this collection of information, including suggestions for reducing the burden lo: Director, OPPE Informalion Management Division {2137}, U.S. Environmental Protection Agency,
401 M Sireet, S.W., Washington, DC 20460. Do not send the form to this address.

BDATA MATRIX

Date: June |, 2011 EPA Reg. NoJFile Symbol: 324-381 Page 6 of 66
Applicant's/Registrant’s Naie & Address: Product: MON 89034 x TC1507 x MON 88017
Monsanio Company, 800 N, Lindbergh Blvd,, St. Louts, MO 63167 DAS-59122-7

Ingredient  Bacillus thuringiensis Cryl A.105, Cry2Ab2, CrylF, Cry3Bbl, Cry34Abl, and Cry35AbI Protcins and the Genetie Materials (Vectors PV-ZMIR245, PHP8999, PV-ZMIR39,
and PHP17662) Necessary for their Production in MON 89034 x TCI567 x MON 88017 x DAS-592122-7 {OECD Unique Identifier: MON-89834-3 x DAS-01507-1 x MON-88@17-3x
DAS-50122-7)

Guideline Reference Number Guideline Study Name : MRID Nuniber Submiticr Slatus Note

Schater, B.W., C.Q. Cia, and 8K, Embrey. 2008,
Sonthem Blot Analyses to Confirm the Presence of
TCI507 and 12A8-59122-7 in the Combined Trait Com
Product MON 89034 x TCIS07 x MON 88017 # DAS-

5 : Product
885.1100 b i it 47444904 Monsanto Company OWN Characterization

Mumphy, J.A. and J.8. McClain, 2008, Summary of ",

CrylA.105, Cry2Ab2, Cry|F, Cry3Bhe, CP4 EPSPS,

Cry34Abl, Cry35Abt and PAT Protcin Levels in the

Combined Trait Com Prodnct MON 89034 x TC1507 %

MON 88017 x DAS-59122-7 Produced in US Ficld Trials Product
885.1100 Ingg006EMouzantgy Fpliniodh- Ropegt REs, BUZ66. 47444905 Monsanto Comnpany OWN Lharacicrization

Stillwell, L. and A. Sitvanowvich. 2007. Assessmentof |
Cryl A05, Cry2 Ab2, Cry3Bhl, and CP4 EPSPS Proteiu
Levels in the Combined Trait Com Product MON 89034

#« TCIS07 x MON 88017 x DAS-59122.7. Monsanto Production

885.1100 Technical Report MSLO0Z1070. 47444906 Maonsanto Coitipany OWN Characterization

Phitlips, A.M. 2008, Cry34Ab), CrydsAbl, QrylF, and
PAT Protcin Levels in Hybrid Maize TCI1507, DAS-
59122-7, MON 89034 » TCI507 x MON 88017 x DDAS-
59122-7, and a Conventionat Control from e Monsanto
2006 Production Plan 06-01-52-04. Dow AgroScicuces Product

885.1 100 Shudy 1D 061026.06. 47444907 Monsanie Company OWN Chamclenzation

Leving, 5. 2008, Studics Perfonned to Evaluate the
Potential for Inicractions among Cry Protcins Produced

iy MON 89034 x TC1507 x MON 88017 » fr o
N/A [3AS-59122-7. Monsanto Technical Report MSLO021267. 47444908 Monsanto Company OWN
Signature Name and Tille Dale
See Page 1 for Signature 1. Austin Burns, Ph.D. June 1, 2011
_ Reogulatory Affairs Manager
EFA Form 8570-35 (9-87) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
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o Form Approved OMB No. 2070-0060
'WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for 1his collection of information is estimated 1o average 0.25 hours per response for registration aclivities and (.25 hours per
response for reregistralion and special review aclivities, including time for reading the inslructions and compleling the necessary forms. Send comments regarding lhe burden eslimate or any
olher aspect of this collection of informalion, including suggestions for reducing the burden to: Direclor, OPPE Information Managemen! Division (2137), U.5. Environmental Protection Agency,
401 M Sireet, S.W., Washington, BC 20460. Do nol send the form lo this address.

DATA MATRIX

Dute: hune §, 2011 EPA Reg. NoJFile Symbol: 524-581 i Page 7 ol'66
Applicant's/Registrant's Name & Address: Product: MON 89034 x TC1507 x MON 88017 x
Mensanlo Compaay, 800 N. Lindbergh Blvd., St. Louts, MO 63167 DAS-59122-7

Ingredient  Bacithe thirmgiensis Cryl AL0S, Cry2Ab2, CrylF, Cry3Bbl, Cry34Abl, and Cry35Ab1 Proteins and the Genetic Materials (Vectors PV-ZMTR245, PHP8999, PV-ZMIR39,
and PHP17662) Necessary for lheir Production in MON 89034 x TC1307 x MON 88017 x DAS-59122-7 (OECD Unigue Tdenlifier: MON-89034-3 x DAS-01537-1 x MON-88@17-3x
DAS-58122.7)

Guidcline Reference Nusmnber Guideling Stuely Name MRID Number Submitier Status Nole

MacRac, T. 2008, Evalualion of Potential for Intcraction
Between the Baciffus dnwingiensis Cry3Bbl, Cry34AbI,
and Cry35Ab! Proteins. Monsante Technical Report

3 Envirommenial
(plais MELEDORY, 47444508 Monsanto Company OWN Asscssment

Levine, S. 2008, Evalnation of the Potential for
Interactions among Cry Proteins I'roduced by MON
89034 = TC1507 = MON 88017 x DAS-59122-7 by '
Inscet Bioassay, Monsanto Technical Report Enviromucnizl

NA MSLO0Z 1104, 47444910 Monsanio Company OWN Assessment

Head, G, and N. Storer. 2008, {uscet Resistance
Manapement Ilan for MON 89034 x TC1507 x -
MON 88017 x DAS-59122-7. Monsanto Teclnical

NIA Report MSLOG2 1285, : 47444911 Monsanto Company OWN 1IRM

Levine, S. and J. Hucsing, 2008, Bndangered Specics
Impagt Assessment for (he Combined Trait Com Product
MON 89034 = TC1507 = MON 88017 x DAS-39122-7.

lugi MSLO021268 Environmenial
NIA Monsanto Tecluical Report L0021268. 47444912 Monsanto Company OWN Asscssinent

Paradise, M. 2008, Evaluation of Potennal Dictary Elfects
of Pollen From the Combined Trait Corn Produet MON
88034 x TC1507 * MON 88017 = DAS-539122-7 on the
Ladybird Beetle Coleemegitica wmacuiara (Coleopten:

Coccinellidac). Monsanto Technical Report MSL Environmental

885.4340 0021036, : 47444913 Monsanto Company OWN Asscssment
Stgnature Name and Title Date
Sce Page 1 for Signature 1. Austin Burns, Ph.D. June 1, 201!
Regulatory Affairs Manager
EPA Form 8570-35 (9-87) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
Monsante Company 11-CR-192E-2R Page 24 of 110
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@ Form Approved OM8 No. 2070-0080
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20480

Paperwork Reductlon Act Notice: The public reporting burden for this collection of information is estimated 1o average (.25 hours per response for registration activilies and 0.25 hours per
response for reregistration and special review aclivilies, including lime for reading Ihe instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggeslions for reducing the burden to; Director, OFPPE Information Management Division (2137}, U.5. Environmental Protection Agency,
401 M Street, 5.W., Washington, DC 20460. Do not send lhe form to this address.

DATA MATRIX

Date: June 1, 2011 EPA Reg. No/File Synibol: 524-575 | Page 8 orée
Applicants/Registrant's Namie & Address:
Monsanto Company, 800G N. Lindbergh Blvd., St. Louis, MO 63167 Product:  MON 89034

Ingredient  Bacilfis thuringiensis Cry I A.105 and Cry2Ab2 Proteins and the Genelic Material {Vector PV-ZMIR245} Necessary for their Production in MON 85034 {(OECD Unigue
Identifier: MON-§96334-3}

Guideline Reference Number Guideling Study Name MRID Number . Submitier Slalus Nole

Updated Compliance Assurance Plan, Educational
Malterials, IRM Moenitoring, and & Remedial Action Plan
{or MON 89034 (EPA Reg. No. 524-575) and

MON 89034 = MON 88017 (EPA Reg, No, 524-576) Terms &
Inseel-Protected and Herbicide-Tolgrant Com 4836596-01 Monsanlo Conmpany OWN Conditions

Annual Sales Report for MON 810, MDN 863, MON 863
% MON 810, MON 88017, MON 88017 x MON 810, ..
MON 89034, MON 88017 = MON 89034, and

MON 88017 =« MON 89034 = TCI507 x DAS-59122-7
(EPA Rep. Nos. 524-489, 524-528, 524-545, 524.551, Tenms &
524-552, 524.575, 524-576, ind 524-58 1) 483678-01 Monsante Company OWN Coaditions

Gnhanced scel Resistance Management Compliance -
Asstirance Program for Corn Borer Protected Bt Con,

Com Rooiwerm-Protecied Bt Corn, and Com Borer / Terms &
Comn Rootworm Proiected Stacked Bt Cormn., . 483751-01 ABSTC OWN Conditions
Bascline Asscssment of Bl Susceplibility of Corn IRM-
Earworm, Helicoverpa zea, to Cryl A.105; 2009 Condition of
Collections and Assays (Lang, B. 201{() 48207401 Monsantlo Company OWN Regi_slralion
Baseline Susceptibility of the European Com Borer, 1R M-
Ostrinia nabifosis, 1o Cry AL 105 and Cry2 Ab2 Bt Condition of
Prolcing (Sicgfried, B. and Speneer, T. 2010) 48207402 Moasante Company DWN Registration
2010 Insect Resistance Management Compliance IRM-
Assurance Program Report for Corn Borer Protected Bt Condition of
Com MON 89034 (EPA Reg. No. 524-575} Monsanto Company OWN Ropisiration
Signature Name and Title Date
See Page 1 for Signature J. Austin Burns, Ph.D. June 1, 2011
Regulalory Affairs Manager
EPA Form 8570-35 (9-97) Eleclronic and Paper versions available. Subrmil only Paper version. Agency Internal Use Copy
Mousanto Companoy I1-CR-192E-2R Page 25 of 110
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

Washington, D.C. 20460

Form Approved OME No. 2070-006(

Paperwork Reduction Act Notlce: The public reporting burden for this collection of information is eslimaled to average 0.25 hours per response for registration activites and 0.25 hours per
response for reregistration and special review aclivities, including time for reading the inslructions and completing the necessary forms. Send comments regarding the burden eslimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Direclor, OPPE informalion Management Division (2t37), U.5. Environrmental Protection Agency,
40t M Street, S.W., Washington, OC 20460, Do not send the form to this address.

DATA MATRIX

Date: June 1, 2011

BPA Reg, No./File Symbol: 524-575

I Page 9 of 66

Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167

Product:

MON 89034

Ingredicni
tdentifier; MON-89034-3)

Baciflus thuringiensis Cryl A.105 and Cry2 Ab2 Proteins and the Genetic Material (Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique

Guideling Relzrence Number Cuideline Swdy Name MRID Number Submitler Statug Nole
Bascline Suscepiibility of Sonthwesiern Com Borer, IRM-~
Diatraea grandioselia, to Cry 1A 105 amd Cry2Ab2 131 Condition of
Proteins {Song, ., Sun, Y. and Wang, (0. 2009) ) 48207403 Monsanio Conpany OWN Registration
Annual Sales report for MON 810 {EPA Reg.No. 524-

489}, MON 863 (EPA Reg. No. 524-528), MON 861 x.

MON 810 (EPA Reg. No. 524-545), MON 88017 {EPA

Reg. No. 524-5513, MON 89034 {EPA Reg. No. 524-575} Teris &
and MON 89034 x MON 82107 {EPA Rep. No. 524-576} 479614-{}1 Monsanlo Company OWN Conditions
Updated Compliance Assurance Plan, Educational

Maicrigls, IRM Monilering, and & Remedial Action Plan

for MON 89034 and MON 89034= MON 88017 lnscer- Conditions of
Proteeted and Herbicide-Tolerant Com (Keller, P. 201 13 479033501 Monsanio Company OWN Registration
Supplemental Information for MRID No. 46951402

“Amended Reperl for MSL-20072: Molecular analysis of Prodnet
Com MON 85034 471275-03 Monsamo Company OWN Chargcterization
Supplemental Information for MRID No. 46951403

“Assessment of the Cryl A 105 and Cry2Ab2 Protein

Levels in Tissues of Inseet-Proteeted Com MON 89034 Product
Produced in 2005 U8, Ficld Trials™. 471275-05 Monsanto Company OWN Characlerizalion

Signature

See Page 1 for Signature

Name and Title
1. Austin Bums, PivD.
Regulatory Affairs Manager

Date
June 1, 2011

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version.

Monsanto Company

-CR-192E-2R

Agency Internal Use Copy
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“EPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Form Appraved OMB No. 2070-0060

Paperwork Reduction Act Notlce: The public reporting burden for this colleclion of information is estimated to average (.25 hours per response for registration activiies and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms, Send comments regarding the burden estimate or any
other aspect of lhis collection of information, including suggastions for reducing the burden to: Director, OPPE Information Management Division {2137), U.5. Environmental Protection Agency,
401 M Streat, S.W., Washington, DC 20460, Do not send the form to this address.

DATA MATRIX

Date: June {, 2011

GPA Reg NoJFile Synibol: 524-5735

! Page 10 of' 66

Applican(s/Registrant’s Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., 81. Louis, MO 63167

Produicl:

MON 89034

identifier; MON-89@134-3)

Ingrediony  Bactiius gortngiensis Cry | A.105 and Cry2 Ab2 Proteins and the Crenetic Material (Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unigue

Guideline Reference Number

Guideline Stidy Name

MRID Number

Subniiller

Slatus

Note

885.1100

Bogdaneva, NN, 2006. Human Health and
Enviropinental Asscssinent of the Plant-Incorporated
Prolectant Bacifhus thuringiensiy Cry LA 05 and
Cry2Ab2 Prolcins Produced in Com MDN 89034,

469514-01

Monsanlo Conpany

OWN

Produict
Characlerizalion

885.1100

Rice, LF., B.J. Wolff, I.R, Groal, N.K. Scanlon, J.C.
Jennings, and 1D, Masucei, 2006. Awmcnded Report for
MSL-20072: Molecular Analysis of Com MON §9034,
Monsale Technical Report MSL-2G3 11,

465514-02

Monsanto Company

DWN

Product
Characterizalion

885.1100

Hartmams, A.J., K.E. Niemeyer, and A. Silvanovich.
2006. Asscssment of the CryT A0S and Cry2Ab2
Protein Levels in Tissues of Insect-Frolecled Corm MON
89034 Produced in 2005 LS. Ficld Trials. Monsanio
Techuical Report MSL-20283.

469514-03

Monsawio Company

OWN

Product

Characlernization

8g5.1100

Karunanandaa, K., 1.J. Therp, M.E. Goley, S.L. Levine,
and A. Silvanovich. 2006. Chamclerizalion of the
Cry2Ab2 Protein Purificd from the Corn Grain of MDN
89034 and Comparison of the Physicochemical and
Functional Propertics of e Plant-Produced and £, coli-
Produced Cry2Ab2 Protcins. Monsante Technical Repon
MSEL-20071.

4695 14-04

Monsanle Conlpany

OWN

Praduct
Characlerizalion

Signature

See Page 1 for Signature

Name and Tule
1. Austin Burns, Ph.D,
Regulatory Affairs Manager

Date
June 1, 2011

EPA Form 8570-35 (3-97) Electronic and Paper versions available. Submil only Paper version.

Monsanto Company

11-CR-192E-2R

Agency Internal Use Copy
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n Form Approved OMB No. 2070-0060
WE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notlce: The public reporting burden for this colleclion of information is estimated 1o average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistralion and special review activities, inchuding time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing The burden to: Director, OPPE Information Management Division (2137), U.8. Environmental Proteclion Agency,
401 M Street, SW,, Washington, DC 20450, Do not send the form lo this address.

DATA MATRIX

Date: June 1, 2011 EPA Reg, No./File Syinbol: 524-575 | Page 11 0f 66
Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product:  MON 85034

Ingredient  Bactlins thuringlensis Cry LA 105 and Cry2Ab2 Proteins and the Genctic Material (Vector PV-ZMIR245) Necessary for their Production in MON 85034 (OECD Unique
Identificr; MON-89{34-3)

Guideline Beference Number Guideline Study Name MR Number Subnitter Slatus Note

Leving, S.L. and J. Uffinae, 2006, Evaluation of the
Functional Equivalence of the Cry2Ab2 Protein Produced
in £.Coli and Bt Against a Sensitive Lepidopteran Product
£85.1100 Specics. Monsanto Teehnical Report MSL-20132, 469514-05 Monsanto Company OWN Characterization

Rice, LF.,, BJ. Wolff, 1 C. Jennings, and J.D. Masueel.
2005. Suymmary of Southern Blot Analysis of MON
89034 and MON 89597 Corn. Monsanto Teehnical Produst

§35.110¢ Report MSL-20068 466945-01 Monsanto Company OWN Claracterization

Goeriz, B., T. Ganguly, J. Lee, T, Lee, and E.A, Rice.
2005, Characterization of the Cryl AL 105 Protein
Purified from the Com Grain of MON 89034 and
Comparison of the Phystcochemical and Functional
Propertics of the Plant-Produced and £.coli-Produced

Cryl A 105 Proicins. Monsanio Teclmical Report MSL- Product
885.1100 19960, 466946-04 Monsanto Company OWN Characterization

Supplemenial Information for MRID No. 46951402

“Amended Report for MSL-20072: Molceular analysis of Product

Com MON 89034, 471275-(13 Monsano Company OWN Characterizalion

Stupplemnental Information for MRID No, 46951403
“Assessment of the Cry 1 A.105 and Cry2 Ab2 Protcin

teovels in Tissucs of Inseet-Protected Corm MON 89034 Product
Produced in 2005 U8, ticld Trials™, 471275-05 Monsznto Company QWN Characterization
Signature Name and Title Date
See Page 1 for Signature Z J. Austin Burns, Ph.D. June } % 2011
Regulatory Affairs Manager
EPA Form 8570-35 (8-97) Electronic and Paper versions available. Submit only Paper version, Agency Internal Use Copy
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SEPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

Washington, D.C. 20460

Form Approved OMBE No. 20700060

Paperwork Reduclion Act Notice: The public reporting burden for [his colleclion of information is estimated to average 0.25 hours per response for registration aclivities and 0.25 hours per
response for reregistration and special review activilies, including time for reading Ihe instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, ingluding suggestions for reducing the burden to; Director, OPPE Information Management Division {2137}, U.S. Envirenmental Protection Agency,
401 M Street, 8.W., Washinglon, DC 20460. Do not send the form to this address,

DATA MATRIX

Dawe: June |, 2011

P A Reg, No./File Symbol: 524-575

l Inge 12 of 66

Applicant's/Registrant's Name & Address:
Mansanto Company, 800 N. Lindbergh Bivd,, 5t. Louts, MO 63167

Product:

MON 85034

See Page 1 for Signature

J. Austin Burms, Ph.D.
Repulatory Affairs Manager

June 1, 2011

Ingredient  Baciine fhuringlensis Cryl A105 aid Cry2 Ab2 Proteins aid the CGenetic Material (Vector PV-ZMIR243) Necessary for their Production in MON 89034 (GECD Unigque
Identifier: MON-89(J34-3}
Guideling Reference Mumber Guideline Study Name MRID Nurnber Submiticr Slatns Note
Bogdanova, N.N. 2005, Structural and Functional
Similarity ol the Cry1A.105 Protein to Cry | A Class of
Bacilfvy thoringiensis Proteins. Mopsanto Technical Produci
285.1100 Report 05-RA-62-01. 466946-01 Monsanio Company OWN Characterizalion
Dudin, Y.A and P. Chinnadurai. 2005, Qualitalive
Dclection Metliod for the Cry2Ab2 Protein in Comn Leal
and Sced of MON 89034 and MON 89597, Monsanio Product
§60.1340 Teelnical Report 05-RA-39-04. 466945-03 Monsanto Conpany OWN Characterization
Bonnctte, K.L. 2006. An acutc oral toxicity study in
mice with Cry2Ab2 protein, Monsanio Study CRO-2005- Human Health
£85.3050 049, : 469514-06 Monsanto Company OWN Asscssmenl
Kapadiz, 8.A. and E.A. Bice. 2006, Asscssinent of the /»
virre Digestibility of the Cry2Ab2 Protein in Simulated Human Health
885.1100 Gastric Fluid. Monsanto Teclicat Renort MSL-19931. 469514-07 Monsanto Company OWN Asscssmenl
Kupadia, 8. and E.A. Rice. 2005, Assessment of the in
vitrer Digestibility of the Cry 1AL 105 Protein in Simulated Hurman Health
285.1100 Inicstinal Fluid. Monsanto Technical Report MS1L-19930, 4685 |4-08 Monsanto Company OWN Asscssiment
Signature Name and Title Date

EfA Form 8570-35 (9-97) Eleclronic and Paper versions available. Submit only Paper version,

Motisanto Company

11-CR-192E-2R

Agency Internal Use Copy
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~ Formrn Approved OMB No, 2070-0080
WE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, SW.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden foc this collection of information is estimated to average 0.25 hours per response for registralion activilies and 0.25 hours per
response for reregistration and special review activities, inciuding time for reading the instruclions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing lhe burden to: Director, OPPE Information Management Division {2137), 1.8, Environmenlal Protection Agency,
401 M Street, S.W., Washington, DC 20450. Do not send the form to this address.

DATA MATRIX

Date: Junc 1, 2011 EPA Reg. No./File Symbol: 524-575 | Pagc 13 0f66
Applicant's/Registrant’s Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63 167 Product:  MON 89034

Ingrediont  Bactlfus thoringientis Cry1A.103 and Cry2Ab2 Proteins and tlic Genetic Material {Vector PV-ZMIR245) Neccssary for their Prodiction in MON 85034 (OECD Unique
Identificr: MON-896134-3)

Guideline Referenee Nuinber Guideline Study Namne MRID Number Submiller Siatus MNole

MeCoy, R.L. and A, Silvanovich. 2005, Bicinformatics
Andlysis of the Cryl A, 165 Mrotein Uhilizing the ADS,
TOXINS, and ALLPEPTIDES Dalabascs. Mensanlo Hunan Heallh
£85.1100 Teelnical Report MSL-19686. 466946-05 Monsanto Company OWN Asscssiment

Thom, L1 and M.E. Golcy. 2006, Asscssmenl of the i
vitra Digestibility of the Cry2Ab2 Protein in Simulated Hunan Health
§85.1 104 Intestinal Fhuid, Monsanto Technical Report MSL-19938 469514-09 Monsanto Conpany OWN Asscssment

MeClzin, 1.8, and A, Silvanovich, 2006. Bioinfonnalics
Evaluation of (he Cry 1A.105 Pretein Ulilizing the ADS,
TOXINS, and ALLPEPTIDES Databascs. Monsanto Human Health
RE5.1100 Technical Report MSL-20351. 4695 14-10 Monsmto Company OWN Asscgsmenl

Kapadia, S.A. and E.A. Rice. 2005, Asscysinent ot the i
virrer Digestibility of the Cry | A.105 Protein in Simulalcd Hinnan Health
885.1100 Gaslric Fiuid. Monsanto Teehnical Report MSE-19925, 466946-06 Monsaito Comnpany OWN Asscssment

Goley, MLE. and 1.J. Thorp. 2005. Immunedeiection of
Cry2Ab2 and Cryl A 105 Protcins in Corn Geain from
MON 89034 Following Heat Treatment, Monsanto Biinar Health
BRS5.1100 Technical Report MSL-19899. 466946-07 Monsanto Company OWN Asscssment

Bonnetie, K.L. 2605, An Acute Oral Toxicity Sty in

Mice with Cry 1A 105 Protcin. Monsantlo Study CRO- Human Health
885.3050 2005-050. 466946-03 Monsanto Coinpany OWN Asscssimenl
Signature Name and Title Date
See Page 1 for Signature J. Austin Burns, Ph.D, June |, 201}
Regulatory Affairs Mauager
EPA Form 8570-35 (9-97) Electroniz and Paper versions available. Submit only Paper version. Agency Internal Use Copy
Monsanto Company 1 1-CR-192E-2R Page 3G of 110

155



“EPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

Washington, D.C. 20460

Form Approved OMB No, 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistralion and special review activilies, including time for reading [he insiructions and completing the necessary forms. Send comments regarding the burden estimale or any
other aspecl of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137}, U.S. Environmental Protection Agency,
401 M Street, S.W., Washingion, DC 20460. Do not send the form to this address.

DATA MATRIX

Dae: Jung 1, 201]

EPA Reg. NoJFile Symbol: 524-573

I Page 14 ol 616

Applicants/Registrant's Nane & Address:
Monsanio Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167

Produet:

MON 89034

identifier: MON-85()34-3)

Ingredient  Baciltus #umingiensis Cry| A 105 and Cry2 Ab2 Proteins and the Genetic Material (Vector PV-ZMIR245) Necessaty for their Production in MON §9034 (OECD Unique

Guideline Refercnee Number Gundeline Study Name MRID Number Submiticr Status Nolc

McClain, LS, and A. Silvanovich, 2006, Bioinformatics

Analysis of the Cry2Ab2 Protein Utilizing the ADG,

TOXINS, and ALLPEPTIDES Databases. Monsanto Human Health

885.1100 Teehnical Repon MSL-20307. 469514-11 Monsanio Company OWN Assessiment

Davis, 5.W. 2006. Comparison of Broiler Performance

and Carcass Parameters When Fed Dicts Containing

MON 89034, Control or Cornmercial Com. Monsanto Human Health

885.4050 Smidy 05-01-50-13, Amended Report. 469514-12 Monsanto Company OWN Agsessmenl

MacRac, T.C., C.R. Brown, and 5.L. Levinc. 2006.

Spectrum of Insceticidal Activity of Baciftiy thuringiensis

CryiA.105 Protcin. Monsanto Teehnical Report MSL- Environmential
NIA 20230, 469514-13 Monsanto Company OWN Asscasment

MacRac, T.C, C.R. Brown, md S.L. Levine, 2006,

Spectrum of insceticidal Activily of Baeilfuy vhiringiensis

Cry2Ab2 Protcin. Monsanto Technical Report MSL- Environmental
N/A 20225, 468514-14 Monsanto Company OWN Assessment

Headrick, J.M., O. Heredia, 1.0, Oyediran, and T.T.

Vaughn, 2006. Assessment of the Bfficacy of

Lepidopteran-proteeted Coru MON 89034 and MON

89597 Against Major inscet Pests in United States, Puerto

Rico and Argentina During 2003-2004 Scasons. Environmental
N/A Monsanlo Tecimical Report 05-RA-39-05, 469514-13 Monsanto Conmpany OWN Assessment

Signauire

See Page 1 for Signature

Name and Title
i, Austin Burns, Pli.D.
Regidatory Affairs Manager

Date
June 1, 2011

EPA Form 8570-35 (9-97) Electropic and Paper versions available. Submil only Paper version.

Monsauto Company

11-CR-192E-2R

Agency Internal Use Copy

Page 31 of 110
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~ Form Approved OMB No. 2070-0080
wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated o average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review aclivities, including time for reading the instructions and completing the necessary forms, Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmentat Protection Agency,
401 M Slreet, S.W., Washinglon, DC 20460. Do not send the form lo this addiess.

DATA MATRIX

Qate: June {, 2011 EPA Reg. No./File Symbol: 524-575 ] Page 15 of 66
Applicants/Registrant's Namc & Address:
Monsante Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product:  MON 89034

Ingredient  BacHius huringfenvis Cry 1 A 105 and Cry2Ab2 Proteins and the Genetic Material (Vector PV-ZMIR245) Necessary for tleir Production in MON §9034 {(OECD Unique
Identificr: MON-89(334-3)

Guideline Referenes Number Guideline Study Name MRD Niumbe: Submiltes Stahis Note

Teixcirg, D, 2006, Evaluation of Dictary Effects of
Lyophilized Leaf Tissue from Com MON 89034 in a
Chronic Exposuse Study with Cotlembola (Folyomia Envizonmental
885.4340 eatredida). Monsanto Teehnical Repost MSL-20169, 469514-16 Monsario Company OWN Asscasment

Patimer, S.J_and H.0. Krueger. 2006, Bvaluation of
Bxposure 1o MON 89034 with the Cladoceran Daplia
magna: An acute static-rencwal test with com pollen. Environmental
885.4340 Monsanto Study WL-2005-0t 1, 469514-17 Monsanto Company OWN Asscssment

Sindesmann, AB., LR, Porell, and K.O. Kruege:. 2004,
Bvatuation of Polential Effects of Exposure io Cry1A.105
Protein in an Acule Stindy with the Earthwoism in an

Astificiat Soit Substrate. Monsznlo Techitical Report Environmeital
$85.6200 MSL-20147. 4695148 Monsanto Company OWN Assessment
Richards, K.B. 2006, Evaluation of (the Dictary Effect(s)
of a Cry tA.108 Prolcin on Honeybec Larvac {dply Eanvizommental
%85.4380 metlifera L), Monsantlo Study CA-2005-071L. 469514-19 Monsanio Company OWN Asscssingnt
Richads, K.R. 2006, Evaluation of the Dictary Effcal(s)
ofa Cryl A.105 Piotein on Adult Honeybees (Apiy Envizonmental
8854380 wmeffifera L.). Monsanto Study CA-2005-072 469514-20 Monsanto Company OWN Assessmenl
Stgnature ' Name and Title Date
See Page 1 for Signature J. Austin Bums, Ph.D. June 1, 201
Regulatory Affairs Manager
EPA Form 8570-35 {9-97) Electronic and Paper versions availabie. Submil only Paper version, Agency internal Use Copy

Monsanto Company ' 11-CR-192E-2R Page 32 of 110



<EPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Form Approved OMB No., 2070-0060

Paperwork Reduction Act Noflee: The public reporting burden for this colleclion of information is estimated 1o average 0.25 hours per response for regislration activities and 0.25 hours per
response lor reregistration and special review aclivities, including time for reading the instructions and completing the necessary forms. Send commentis regarding the burden estimate or any
offter aspect of this collection of information, including suggestions for reducing the burden to: Direclor, OPPE Information Management Division (2137), U.S. Environmental Protection Agency,
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Date: June 1, 2011 EPA Reg, NoFile Symbol: 524-575 | Page 160166
Applicant’s/Registrant's Name & Address:
Monsanto Company, 800 N, Lindbergh Blvd., St. Louis, MO 63167 Product:  MON 89034

Identifier; MON-894134-3}

Ingredient Baciflus thuringiensis Cry1A.105 and Cry2Ab2 Proteins and the Genetic Material {Vector PV-ZMIR245) Necessary for their Production in MON §9034 (OECD Unigue

See Page 1 for Signature

J. Austin Butns, Ph.D.
Regulatory Affairs Manager_

Guideline Reference Number Guideline Study Name MRID Number Submilter Status Nolg
Paradise, M.5. 2006. Evaluation of Potential Dictary
Effceis of Cry lA.105 Protein on the Ladybird Beetle,
Coleomegiita maculato {Colcopicra: Coceincllidac). Epvironmental
885.4340 Meonsanie Teehnical Report MSL-20150. 469514-2) Mousanto Company OWN Asscasment
Paradisc, M.8. 2006, Evaluation of Potential Dictary =
Effcets of Cry2Ab2 Protein on the Ladybird Beetle,
Culeomegiffa macuiara {Colcopicra: Coccitiellidac). Envirenmentiz
885.4340 Monsanto Teehnical Report MSEL-20151. 449514-22 Monsanto Company OWHN Asscssment
Teixcira, D. 2006. Evaluation of Poicntial Dictary
Effccts of Cry) A.105 Protein on Minuie Pirate Bugs,
Oring insichiosuy (Hemipicm: Anthocoridac). Monsanto Euvironmenttal
8854340 Teohnical Reporl MS1-20170. 469514-23 Monsanto Company OWN Assessment
Teixcira, D. 2006, Evaluaton of Potcuial Dictary
Effcets of Cry2Ab2 Profcin on Minute Pirate Bugs, Oriuy
mstdfosws {Herniptera: Anthoceridac). Monsaulo Environmental
§85.4340 Technical Report MSE-20171. 4695 14-24 Monsanto Company OWN Assessment
Sindcrmann, A.B., J.R. Porch, and H.O, Kmeger, 2006,
Evaluation of Potential Effccts of Exposure to Cry14.105
Protein i an Acutte Sludy with the Parasitic Wasp,
fehnewnon prisvissorins (Hymenoptera: Ichnenmonidac}. Environmental
$85.4340 Monsanto Teehnical Report MSL-20149, 469514-25 Monsanto Company OWN Asscssment
. Date
Sigtiature Name and Title June 1, 2011

£PA Form 8570-35 (9-97) Eleclronic and Paper versions available. Submit only Paper version,

Monsauto Company

H-CR-192E-2R

Agency Internal Use Copy
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- Form Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Wash’mgton, D.C. 20460

Paperwork Reductlon Act Notice: The public reporting burden for this colleclion of information is estimated to average .25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review aclivities, including tirme for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
olher aspecl of this collection of infermation, including suggestions for reducing the burden to: Director, OPPE information Management Division {2137), U.S. Environmentat Proleclion Agency,
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Datc: June 1, 2011 BPA Reg. NoFile Symbol: 524-575 Page 17 of 66
Applicant's/Registrant’s Name & Address:
Monsanto Company, 800 N, Lindbergh Blvd., 8t. Lowis, MO 63 167 Product.  MON 89034

Ingredicnt Bacitlus thuvingtensis Cry { A.105 and Cry2Ab2 Proleins and the Genctic Material {Vector PV-ZMIR245) Necessary for their Production iit MON 89034 (OECD Unique
Identifter: MON-850334-3)

Guideline Referenee Numbor Guideling Study Name MRID Ninnber Subniitter Statusg Notg

Gallagher, 8., aid J B, Beavers, 2006, Lvaluation of
'otential Diclary Effects of MON 89034 with (he
Northern Bobwlite: an Eight-day Dictary Sludy with Euvirommental
8854050 Com Grain. Monsanto Tectimical Report WE-20035-012. -469514-27 Monsanto Company OWN Assessment

Mucth, M., T. Curran, ), Warren, 8. Dubelnan, M.
Glaspic, J. Murphy, 8. Levine, ), Holtneyer, and C.
Jiang. 2006, Acrobic Soil Degradation of the Purified

Cry2Ab2 and Cryl A.105 Protcins. Monsanto Technical Environmental
§85.5200 Report MSL-20174, 4695 14-28 Monsante Conmpany OWN Assessment
Huesing, 1.E., JJ. Buan, and 8.1, Levine. 20086,
Endangered Specics Risk Asscssment for Com MON Environmenial
N/A 89034, Monsanto Teelnmical Report MSL0020304, 469514-29 Monsainto Company OWN Asscssment

MacRac, T.C., C.R. Brown, S.L. Levine, 2003,
Evalnation of the Potential for tnieractions Between the
Bacilhus vhuringfencds Protens Cry LA.105 and Cry2Ab2. Environmenial
N/A Monsanio Technical Report MSL-19859, 466946-02 Monsanto Company OWN Assessment

Sindcrmamy, AR, LR, Porch, and [.0. Krucger. 2006.
Evaluation of Potential Effects of Exposure to CryZAb2
Protein in an Acutc Study with the Parasitic Wasp,

Jelmesmon promissorius (Hymenoptera: Ichnenmonidac). Environmental
885.4340 Monsanto Teehnical Report MSL-20148. 469514-26 Monsanto Company OWN Asscssmenl
Signature Name and Title Date
See Page 1 for Signature 1. Austin Buris, Ph.D. June i, 2011
Regulatory Affairs Manager
EPA Form 8570-35 {9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
Monsanto Company ' 11-CR-192E-2R Page 34 of 110
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-~ Form Approved OMB No. 2070-0080
wE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estirated to average 0.25 hours per response for registration activities and 0.25 hours per
rasponse for reregistration and special review activities, including time for reading the instructions and completing the necessary forms, Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Managernent Division (2137), U.S. Environmental Protection Agency,
401 M Street, S.W., Washinglon, BC 20460, Do not send the form fo this address.

DATA MATRIX

Date: june I, 201! EPA Reg. No/File Symbal: 524-575 Page 18 of 66
Applicant's/Registrant’s Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Produet:  MON 89034

mgredient  Baciffus thuringiersis Cry1A.1 05 and Cry2Ab2 Proteins and the Genetic Matetial (Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique
Ideutifier: MON-89(334-3) ;

Guideline Referenee Number Guideling Stidy Name MRID Number Submiticr Statug Note
Palmer, 8.J. and H.0. Krucger. 2000, |nseot Proteetion
Pratein 2: An Acule Toxicity Siudy With the Barthworm Environmental
in an Artificial Soil Substrate. Monsanto Technical Assessment
885.4340 Report MSE-16177 45086313 Mansanio Company OWN

Maggi, V.L. 2000, Bvaluation of dictary effect(s) of
purificd Baeilfus rhiringiensis Cry2 Ab2 protein on haney Environmental
§85.4380 bec larvac. Monsanto Technical Report MSL-16961, 453371-02 Mansanto Campany OWN Assessmient

Teixcira, 3. 2000. Assessment of Chronic Taxicity of
Catton Tissuc Containing Inseet Proteetion Profein 2 to
Calicmbota (Folvomig candida), Antended report. Environmental
885.4340 Mansanto Technical Report MSL-16174. 450863-14 Monsanto Company OWN Assessnient

Palmer, S. and H. Krueger, 2000, Inscet Protection
Pratcin 2: A Dietary Toxicity Study with Parasitic
Hymenoptera (Navonia virripennis). Monsanto Technieal Environmental
§85.4340 Report MSE-16173, 450863-10 Mansante Company OWN Asscssiment

Maggi, V.L, 2000. Evaiuation of the Dictary Effeet(s) of

Inscet Protection Protein 2 an Adult Honey Bees (4pis Environmental
£35.4380 mellifera L.}, Mansanto Technical Report MSL-16176. 450863-08 Mansanio Campany OWN Asscssmient
Stgnature Name and Title Date
See Page 1 for Signature 1. Austin Burns, Ph.D. June 1, 2011
Regulatory Affairs Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency internal Use Copy

Monsanto Company H-CR-192E-2R Page 35 ‘(I)f6 1010



o Form Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
' 401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Nolice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration aclivities and 0.25 hours per
response for reregistration and special review aclivities, including time for reading the inslructions and compleling the necessary forms. Send comments regarding the burden estimale or any
ofher aspect of his collection of information, including suggestions for reducing the burden to: Direclor, OPPE Information Management Division (2137), U.S. Environmental Protection Agency,
401 M Street, S.W., Washington, 0C 20460. Do not send the form o this address.

DATA MATRIX

Date: June 1, 2011 EPA Rep. NoJ/fitc Symbol: 524575 Page 19 ol 66
Applicant's/Registrants Name & Address:
Monsanto Company, 800 N, Lindbergll Blvd., St. Louts, MO 63167 Product: MON 89034

ingredient  Bacitius thuringiensis Cry i A 105 and Cry2Ab2 Proteins and the Genetic Material {Veclor PV-ZMIR243) Necessary for their Production in MON 89034 (OECD Unique
Identificr: MON-80(334-3)

Guidcline Reforence Nuinber Guideline Siudy Namc MRID Number Submitler Status Nolg

Head, G, 2006. Insect Resistance Managetnent Plan for
Second Generation Lepidopieran-Protecicd Com, MON
N/A 89034, Monsanto Technical Report 06-RA-39-06. . 469514-30 Monsamo Company OWN IRM

Bopdangva, N. and A. Crawford (2007), Pubtic interest
Document Supporting Registration of Bacilits
tharingicasis Cry 1A.105 , CryZAbL2 and Cry3Bbl
Proteins in Inscei-Protected Com MON 89034 amd MON
89034 x MON B8RO (7 472797-01 Monsanto Comnpany OWN Benefits

Bogdanova, N., S. Dubelman, M. Mucth, J. Murphy and
A. Sitvanovich (2007}, Responses to EPA Questions
Regarding Application 524-LTL 10 register Inseet-
Protecied Com MON 80034 (MRID 4695 1428} 471443-01 Monsanto Company OWN Mise.

Bogdanova, N. , (2007) Respoascs to EPA Questions
Reparding Applications 524-L7L and 524-LTL to
Register fnseet-Proteeted Corn MON 89034 and MON
89034 x MON 88017 (MR1ID 46951400 and 46951300) 471275-01 Monsanto Compaty OWN Mhsc.

Bogdanova, N.., {2007). Supplemental Infonnation to
Address EPA Questions Regarding Apphcations 524-LTL
and 524-LTL to Register Insect-Proected Com MON
89034 and MON 89034 x MON 88017 {MRID 4695400

and 4695 1300} 470794-02 Monsaglo Coinpany OWN Mise.
Signahire Name and Title Date
See Page 1 for Signature 1. Austin Burns, Ph.D. June I, 2011
Regulatory Affairs Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency [nternal Use Copy
Monsanto Company _ 11-CR-192E-2R Page 36 of 110
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i Form Approved OMB No. 2070-0060
wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notlce: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registralion activities and 0.25 hours per
response for reregistzation and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to; Director, OPPE Information Managemenl Division {2137), L1.5. Environmental Protection Agency,
401 M Street, S.W., Washington, DT 20480. Do not send the form to this addiess,

DATA MATRIX

Dae: Junc I, 2011 EPA Reg, NoJFilc Symbol: 68467-2 Page 20 of 66
Applicant's/Registranl’s Name & Address:

Monsante Company, 800 N. Lindbergh Blvd., 8t Louis, MO 63167 Product:  Herculex® 1 fnsect Protection

Ingredieni  B.£, CrylF protein and the genetic material necessary for production (plasmid insert PHPE999) in maize (OECD Identifier: DAS-E15@7-1)

Guideline Reference Nuniber Guideline Study Name MRID Nitmber Submilter Status Notc

Aculc oral toxicily tn mice: Cry \F Beacillus Yiringienzis
subsp. aizawai delia endoloxin : 44651101 68467 PER

Effectivencss dala for Bacillus thuringtensis var. sizawal
Cry|F inscet control protein as expresscd in maize 44691102 68467 PER

Background docinpent o resisiance management 44691 103 63467 PER

Product Charsclerization Dala lor Bacifhis thuringiensis
var. atzawail Cry IF lusccl Control Proicin as ¢xpressed in
Maize 44714801 68467 PER

Characierization of Gene Inscrts-Bacilhus thuringiensis
var. aizawat Cry|F Inscet Conral Proteins Expressed in
Maizc 44714802 65467 PER

Equivaleney of Microbial and Malree lixpressed Cry | F
Protein; Characicrization of Test Substances for
Bioclromical and Toxicological Siudics,

In Viiro Digestibility of Microbial and Maize Expressed

Cryl F Protcin Under Simlaled Gusiic Conditons 44714803 68467 PER
Signature ' Name and Title Date
See Page 1 for Signature 1. Austin Burms, Ph.D, June 1, 2011
Regulatory Affairs Manager
EPA Form 8570-35 (9-97) Electzonic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
Monsanto Company H-CR-192E-2R Page 37 0f 110



& Form Approved OMB No. 2070-0060
WE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is eslimated to average (.25 hours per response for regisiration activities and 0,25 hours per
response for reregisiration and special review aclivilies, including time for reading the instructions and completing the necessary forms. Send commenls regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden lo: Director, OPPE Informaltion Management Division {2137), k1.5, Environmental Protection Agency,
401 M Street, 8.W., Washingion, DC 20460. Do not send the form lo this address.

DATA MATRIX

Date: June |, 2011 EPA Reg. No/File Symbol: 68467-2 Page 21 of 66
Applican’s/Registrant's Name & Address:

Monsanto Company, 300 N. Lindbersh Blvd., St. Eouts, MO 63167 Product.  Herculex® 1 fusect Protection

ingredicat  B... CryIF protein and the genctic material necessary for production (plasmid inserl PHPR99) in naize (QECD Identifier: DAS-@1567-1)

Guidcline Reference Number Guideling Study Name : MRID Number Submitter Statug Note

Quantitative BLISA Analysis of Cry |F Expression levels
in Maize MPS [nbred Lines 1360, 1365, 1366, and (369
{Interim Report) 44714804 68467 PER

Consparison of Amino Aeid Scquence Similarity of
Cryl Fand PAT Proteinsg to Known Allergen Protein 44971701 63467 PER

Microbial B.t. Cry IF {irencated) Delta-Endotoxin:
Maizc-Inscel-Pest Susceptibility Study 45020101 68467 PER

Characterization of inserted genes in Cry | F maize line
1507 45020102 65467 PER

Effectiveness Data for Bacithe trurfagiensis var. aizawat
Cry I F Inscet Control Protciu as Expressed in Maize 44691 102 68467 PER

Charaeterization of Expressed Cry | F Profeiin in Maize
Tissues {Pollen, Grain, Grain-Containing Feed, and
Purilicd Maize-Expressed Cryl F Proicing and Microbial
Expressed Cryl F Della Endotoxin by Biological and
Bioclhienucal Proccdures 45020103 GB467 PER

Quaptialive ELISA Analysis of Cry|F and PAT
Expression levels in and Compositional Analysis ol

Maize Inbred and Hybrid Lincs 1362 and 1507 45020104 68467 PER
Signature Name aud Title Date
Sec Page 1 for Signature 3. Austin Burns, Ph.D, June |, 2011
Regulatory Affairs Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
Mousanto Company 11-CR-192E-2R Page 38 of 110
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% Form Approved OMB No. 2070-0060
WE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Nolige: The public reporting burden for this collection of information is estinated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review aclivities, including time for teading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Direclor, QPPE (nfoimation Managerment Division (2137), U.S. Envijonmental Protection Agency,
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Date: June 1, 2011 EPA Reg. NoJFile Symboi: 68467-2 Page 22 of 66
Applicant's/Registrant’s Name & Address:

Monsanto Company, 800 N. Lindbergh Bivd,, 81, Louis, MO 63167 Product: Herculex® I Insect Protection

Ingredicnt  B.J. CrylF prolein and the genctic material necessary for production plasmid insert PHP8999) in maize (OECD Identificr: DAS-G315@17-1)

Guideline Reference Number Guidcline Study Name MRID Number Submitlcr Slalus Nole

Enviroumental Fale of CrylF Prolcin incomorated into
Suil 45020105 68467 PER

Cry1F Bacifhis thuringiensis var. aizawai Della
Endotoxin: An Acnic Texicity Study with theEar@nvorm
in an Articial Soii Substrale 45020108 08467 PER

Chromic cxposurc of Folsemia candida 1o bacterially
cxpressed CrylF protcin 45020107 58467 PER

B.L CrylF delta endotoxin: A 48-hour siatic-rencwval
acule loxicity test with the Cladoceran (Daphinia magha)
using baclerially cxpressed 8.1, Cry1F delta endoloxin, -
and pollen fron maize cxpressing 8.1 Cry1F delia
QECD 202 cndoloxin 45020108 68467 PER

CryIF Bacifins Vhuringlensis var. aizawai delia cndotoxin:
885.4340 A dictary study willl green lacewing farvac 45020109 68467 PER

CrylF Bacilfus haringiensis var. aizawai Jella endotoxin:

885.4340 A diclary study witl: the ladybird bectlc 45020110 08467 PER
Signatire Name and Tiille Date
See Page 1 for Signature 1. Austin Burs, Ph.D. Jine },2011
Regulatory Affairs Manager
EPA Form 8570-35 (8-97) Electronic and Paper vetsions available. Submit only Paper version. Agency Internal Use Copy

Mousanlo Company L-CR-192E-2R Page 39 of 110
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

Washington, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduclicn Act Notlce: The public reporting burden for 1his colleclion of information is eslimaled lo average 0.25 hours per response for registration activilies and 0.25 hours per
response for reregisiralion and special review aclivilies, including lime for reading the inslruclions and compleling Ihe necessary forms. Send commenls regarding lhe burden eslimate or any
olher aspedl of lhis collection of information, including suggeslions for reducing Ihe burden lo: Director, OPPE Informalion Managemenl Division {2137), U.8. Environmental Prolection Agency,
401 M Sireel, S.W., Washinglon, DC 20460. Do nol send Ihe form 1o lhis address.

DATA MATRIX

Date: Junc 1, 2011 EPA Reg. No/File Symbel: 68467-2 Page 23 of 66
Applicant's/Regisirant's Name & Address:
Monsanto Company, 800 N. Lindbergh Bivd., St. Lous, MO 63167 Product: Herculex® I fnsect Prolection

Ingredient  B.t Cry|F prolein and the genetic malerial necessary for production (plasmid insert PI1IP8999) in maize (OECD Identifier: DAS-@15@7-1)

Guideling Reference Number Guideline Study Name MRID Number Subipitier Status Nole
CryF Baciltus rhuringriensiy var. aizawai delta endoloxin:

885.4340 A dietary loxicily study with parasilie hymenoplera 45020111 68467 PER
Fransgenic cont expressing Bacilfvs rhyringiensis var.
aizawai (5.¢) Cry IF delta endoloxin: A dictary Loxicity

71-2 study with Norther bohwliie 45020112 68467 PER
Ficld survey of beneficial arthropods associated with
Bacithuy thringiensis Cry | F maize 45020113 68467 PER
Elticacy of Cry 117 events TC1360 and TC1507 450201 14 68467 PER
Cry I F binding studics 45020115 68467 PER
{iesistance management plan for transgenic maize
expressing the Cry | F insecticidal protein from Bacitfns
Hinringiensiy var. aizawai 45020116 68467 PER

Signalure

See Page 1 for Signature

Name and Title
J. Austin Burns, Pl.D.
Regulatory Affairs Manager

Date
June 1, 2011

EPA Form B570-35 (9-87) Eleclronic and Paper versions available. Submil only Paper version.

Monsanto Conipany

11-CR-192E-2R

Agency Internal Use Copy

Page 40 of 110
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ZEPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

Washington, D.C. 20460

Form Appraved OMB No. 2070-0060

Paperwork Reductlon Act Natice: The public reporting burden for [his callection of informalion is estimated lo average 0.25 hours per response for registralion aclivilies and 0.25 hours per
response for reregisiralion and special review aclivities, including lime for reading he inslructions and compleling the necessary forms. Send comments regarding the burden eslimate or any
ather aspect of this callection of infermation, including suggestions for reducing the burden to: Direclor, OPPE Information Managemen! Division (21373, U.S. Environmental Protection Agency,
401 M Slreel, 5.W., Washinglon, DC 20460. Do nol send the form to this address.

DATA MATRIX

Datc: June |, 201§

EPA Rep. NoJFile Synibol: 68467-2

Page 24 ol 66

Applicant’s/Registrant’s Name & Address;
Monsanto Company, 800 N. Lindberglt Blvd., St. Louis, MO 63167

Product:

Herculex® [ fnsect Protection

Ingredient  B.t. Cry|F protein and the genelic malcrial necessary for production (plasmid insert PHP8%99) in maize (OECD {dentifier; DAS-@15(17-1)

Guideline Beference Namber

Guideling Stutty Nanc

MRID Nuinber

Snbmitter

Stalys

Nole

Suppleinent to MRID 447 14801 : Supplemental data -
Prodnct clizractenzation dala for Becilius thuringlensty
var. aizawai: CrylF contral protein as expressed in maize

45020117

68467

PER

Supplement to MR 44691 101 Supplemncntal datas -
Acute oral toxicity in micc: Bacilfus thuringiensis var.
aizawai Cryl[‘ delta endotoxin :

45020118

68467

PER

Phosphinothiricin acctyltransferase (PAT) protein: In vitro
digestibility study

45041501

68467

PER

Non-target exposnre and nisk asscssmenl for
cnvironniental dispersal of Cry LF imaize pollen

45041502

68467

PER

Evaluation of the dictary cffect(s) on honeybee
development using bacterially cxpressed B.r. CrylF delta
cndotoxin and pollen from maize expressing B.1 Cryl F
delta endotoxin

4504 1503

63467

PER

Waiver request: Fish toxicity test with imansgenic inaize
{com} containing Baeilivs Mumingiensiy var, aiaqoi (B.r.)
Cry |F delta endotoxin

45044201

68467

PER

Stgnature

See Page ] for Signature

Name and Title
J. Auslin Burns, PhD.
Regulatary Affairs Manager

Date

June 1, 2011

EPA Farm 8570-35 (8-87) Eleclronic and Paper versions available. Submit only Paper version.

Monsaito Company

11-CR-192E-2R

Agency Internal Use Copy

Page 41 of 110
166




o Forrn Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for zegistration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instruclions and completing the necessary forms, Send comments regarding the burden estimate or any
other aspect of this collection of infermation, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137}, U.S. Environmental Protection Agency,
401 M Street, 3.W., Washington, DC 20480. Do not send the form to this address.

DATA MATRIX

Dale: June 1, 2011 EPA Reg. NoJ/File Symbot: 68467-2 Page 25 of 66
Appticant's/Regisirant’s Name & Address:

Monsanfo Company, 800 N. Lindbergh Blvd., 8t. Louts, MO 63167 Product:  Herculex® | frsect Protection

tugrediont  B.2. Cry |F protein and the genetic matcrial necessary for production (plasmid insert PHP8999) in maize (OECD Identifier: DAS-0t5@7-1)

Guidcline Referenee Number Guidetine Study Nane MRED Number Submitter Stales Note

High dose demonstration of Cry | F events TCI360 and
TC1507: Europcan corn borer 4513110t 68467 PER

Toxicity of the Cry IF protein (0 neonate farvac of the

inonarch bullefly (Danaus pletippms (Linncaus)) 45131402 8467 PER
Fublic interest document for Cryl F-prolected com . 45834103 68467 PER
Thermolability of Cry | F (iuncated) delta endoloxin 45274801 68467 PER
Cormpositionat analysis of maize MPS hybrid line 1507 45274802 68467 PER

Cryl F taterat flow tesi kit procedure for alnaiyzin g CrylF
COoM grain 45279301 68467 PER

Metlod vatidation repor( for the deicrmination ol'Cry(F
detta endotoxin prolcin in grain by Enzyme-Finked

Immunosorbent Assay 45279302 63467 PER
Stgnature Name and Title Date
See Page 1 for Signature J. Austin Burns, PlLD. June 1, 2011
' Regulatory Affairs Mauager
EPA Form 8570-35 {9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
Monsanto Company 11-CR-192E-2R Page 42 of 110



- form Approved OMB No. 2070-0060
E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
LY 4
401 M Street, S.W,
Washington, D.C. 20460

Paperwork Redguctlon Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review aclivities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden eslimate or any
olher aspect of this collection of information, including suggestions for reducing the burden to: Direslor, OPPE nformation Management Divislon (2137), U.S. Environmental Protection
Agency, 401 M Street, 3.W., Washington, DC 20460, Do not send the form to this address.

DATA MATRIX

Date: June {, 2011 EPA Reg, No./File Symbol: 68467-2 Page 26 ol 66
Applican’s/Registrant’s Nome & Address:

Monsanto Company, §00 N. Lindbergh Blvd., St. Louts, MO 63167 Prodquci:  Herculex® | fusecr Protection
Ingredicnt  B.t. CrylF protein and the genetic material nceessary for production (plasmid insert PHPSSY9) in maize {OECD Identificr: DAS-G3{5@17-1)

Guideline Reforeinee Nnmber Guideline Study Name ) MRID Numbe: Submitter Status Mote

Supplement 10 MRID 45131 102: Supplemental data -

Higl dosc demonstration of Cry I E cvents TC1360 and
TC507: Europcan com borer 45307701 63467 PER
Waiver sequest: Fish toxicity test to assess the potential
effcots of maize containilig Bacillus thuringiensis var,
aizawai (B1) Cry 11¥ insceticidal protein (ICP) in native
lish . ; : 45307702 68467 PER

Supplement to MRID 45020109: Cry | F Buciflus
thuringiensis var. sizawai delta endoloxine A dictary
toxicity study witl preen lacewing larvac 45307801 63447 PER

Supplement 10 MRID 450201 10: Cry LE Bacillis
rhnmingiatisiy var. aizawal delta endotoxin: A dictary
toxicity study with green ladybird bectle 45307802 a8467 IPER

Supplement to MRID 450201 L 1: Cry I F Bae:ithes
Hetvingienyis var. aizawai delta endotoxin: A dictary
toxicily study with parasitic hymenopicra 45307803 68467 PER
Supplement lo MRID 45020106: Cry I F Baciltus
thrringiensis var. aizswai delis endotoxin: An acute
toxicity study with the carthworm in an artilicial soil

subsinite 45307804 68447 PER
Stgnature Name and Title Date
See Page 1 for Signature I. Austin Boms, Ph.D. June 1, 2011
_ Regulatory Affairs Manager
EPA Form 8570-35 (3-87) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy

Monsanto Company 11-CR-192E-2R Page 43 ‘(I)gISIO



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

Washington, D.C. 20460

Form Approved OMB No, 2070-0060

Paperwork Reduction Act Notice: The public reporting burden lor this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for seregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information ianagement Division (2137}, U.5. Environmental Protection

| Agency, 401 M Streel, S.W., Washinglon, DC 20460. Do not send the form lo this atldress.

PATA MATRIX

Date: June 1, 2011

EPA Rep. No/File Symbol; 68467-2

Page 27 of 66

Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., 8t. Louts, MO 63167

Product:

Herculex® I [nsect Protection

Ingredient 8.5 Cry1F protein and the genetic material necessary for prodiction (plasmid insert PHPE99) in maize (OECD ldentifier: DAS-@15037-1)

Guideline Referenee Number

Guideline Study Name

MRID Nunnber

Submitter

Status

Notc

Supptement to MRID 45041503: Evahiation ol the dictary
cffeet(s) on honeybec devetopment using bacteriatty
expressed 8.7, Cry | F delta endotoxin and pollen from
maize expressing 8.4 Cryl F delia endotoxin

45307805

63467

PER

Exposire and risk asscssment of Herculex t Bt ticld corn
pollen to Kamer bluc butiertly

4552901

68467

PER

Nutrition#l equivatency of £.r. Cry|F maize - pouliry
feeding study .

4562200t

68467

PER

Fictd survey of buneficial arthropods associated with
Bacithis thwringiensis Cry tF maize

45648001

68467

PER

Ficld surveys of non-target inverichrate poputations in
B com

45652001

80778

Developiment and characterization of Enzyme-Linked
Immunosorbent Assay (ELISA} for detection of Cryt#
protein

4568560t

68467

PER

Signature

See Page 1 for Signature

Name and Title
J. Austin Burns, PL.D.
Regulatory Affairs Manager

Date
June i, 2011

EPA Form 8570-35 (9-97} Eleclronic and Paper versions available. Submit only Paper version,

Meonsauto Company

1{-CR-192E-2R

Agency Internal Use Copy

Page 44 of 110
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=" Form Approved OMB No. 2070-0060
wE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registralion activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instruclions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of Ihis collection of information, including suggeslions for reducing lhe burden to: Director, OPPE Information Management Division {2137), U.S. Environmental Protection Agency,
401 M Street, S.W., Washingion, DC 20480. Do not send the form lo this address.

DATA MATRIX

Date: June I, 201t EPA Reg. No/File Symbol; 684672 Pagc 28 of 66
Applicant's/Registrant's Name & Address:

Mensante Company, 800 N. Lindbergh Blvd,, St. L outs, MO 63167 Product. Ierculex® I Insect Protection

Ingredient 8.4, CrylF protein and the genetic material necessary for production (plasmid insert PFIP8999) in maize {(OECD Identifier: DAS-@1507-1)

Grideline Reference Number {uideline Study Name MRID Number Submitter Status Mote

Independem laboratory validation of method GRM 02.13,
determinalion of Cry IF delta endotoxin protein in com
grain by an of Enzymce-Linked hmmnnosorbent Assay 45685602 68467 PER

Supplement to MRID 45131102: Toxicity of the Cry I F
protctn to neonate larvae of the monareh butterfly
{Danays plexippus (Linnecaus)} ; 45759701 68467 PER.

Stewardship of Hercrlex | Inscet Protection with respect
1o the secondary lepidopteran pest, westent bean cutworm
{Richie albicosta Smitl} 45896301 68467 IPER

Lack of eross reactivity between Cry | F protein in
Hereulex | tnaize and the dust mite Der p7 prolcin with :
ltuman sera positive for Der pi-lgk 46444001 68467 PER

Mouitoring the susceptibility of Buropean comn borer o
Cry1Ab and Cry{F Bt protcins: Results from the 2004
collcetions and diapausing larvac collceted in 2003 46583101 80778 PER

Stewardship of event TC 1507 maize with respect 1o the
secondary lepidopleran pests lesser com stalk borer
{Elesmopalpus Fgnoselfus Zeller), southers com stalk
borer (Diatraea crambidiodes Grote), and swgarcanc borer

{Bignraea saccharalis Fabricius} 46600201 G467 PER
Signature Name and Title Date
See Page 1 for Signature I, Austin Burng, Ph.D. fune l, 2011
: Repulatory Affairs Manager
EPA Form 8570-35 (9-97) Elecironic and Paper versions available, Submit only Paper version, Agency Internal Use Copy
Monsanto Compaty . 11-CR-192E-2R Page450f 110
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& Form Approved OMB No. 2070-0060
WE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

431 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notlce: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration aclivities and (.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary lorms. Send comments regarding the burden estimate or any
other aspect of this collection ol inlormation, including suggestions lor reducing the burden to: Direclor, OFPPE Information Management Division (2137), 1.8, Environmental Protection Agency,
401 M Sireet, 3.W., Washington, £C 20460. Do not send the form to this address,

DATA MATRIX

Daic: June 1, 2011 EPA Reg. No./File Symbol: 68467-2 Page 29 of 66
Applicants/Registrant's Name & Address:

Monsanto Company, 800 N, Lindbergh Blvd., St. Louis, MO 63167 Product:  Heroulex® I fusect Protection

tngredicnt Bt CrylF protein and tlie genctic material necessary for production (plasmid inscrt PIIP8999) in raize {OECD Identifier; DAS-@1507-1)

Guideling Referenee Number Guideline Study Name MRID Number Submitter Stalus Nole

Slide presentation sutntnazizing Eurepean com borer and

Cry|F fesi ¢ moniloring update 46695801 68467 PER

Insect resistance management coinpliance assurange
program report for com borer-protecied Bt com 46747801 30778 PER

Field surveys of nen-targel invertebraic populations in Bt
cern: Supplement to MRID No, 45652001 46784601 80778 PER

Monitoring the susceplibility of corn Iepidopleran pests o

CrvlAb and Cry | F predcins: 2005 monilofing resulls 46874901 30778 PER

Rescarch resulls on 2004 Buropean corn borer colleclions
fiom Hamillen Ceunty, lowa: CoylF 47011201 68467 PER

Insced resislance management compliance assurance
program repert for com borer-profecicd Bl com, com
roctwerm-prolectod Bt com, and com borer/com

roolworm prolccted stacked Bl com 47044401 80778 PER
Signanue Name and Title Date
See Page 1 for Signature 1. Austin Bums, Ph.D. June |, 2011
Regulatory Affairs Manager
E£PA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy

Monsanto Company [1-CR-192E-2R Page 46 “I:)g !IIO




5% Form Approved OMB No. 2070-0060
WE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistralion and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including svggestions for reducing the burden to: Director, OPPE information Management Division {2137), U.8, Environmental Protection
Agency, 401 M Street, SW., Washington, DC 20480. Do not send the form to this address.

DATA MATRIX

Date: hune |, 2011 BPA Reg. NoJ/File Symbol: 68467-2 Page 30 of 66
Applicant's/Registrant’s Nanic & Address:

Monsante Company, 800 N. Lindbergh Blvd., 8t, Louis, MO 63167 Product:  Hlerculex® I Insect Protection
Inpredicn) B.t. CrylF protein and the genelic material necessary for production (plasniid insert PIHP8999) in maize (OECD fdetifier: DAS-@31537-1)

Guideline Refercnec Number Guidcline Study Name MRID Nimber Submilier Slatys Nole

Monitoring the susceptibility of corn lepidopleran pess Lo
Cryl Ab and Cry IF proteiis: 2006 moniloring results 47118401 30778 PER

Soil aceumulation of Cryl F aficr three years Of cropping
with Hereulex | com 47120701 68467 PER

TC 1507 maize and fall armywonn in Puento Bico 47176001 68467 PER

Proposed revisions Lo IRM-related registration
requirements for Cryl plant-incorporated prolectants in
ficld com 47407004 80778 PLER

Monitoring the susceptibility of com lepidopleran pests (o
Cryl Ab and Cry IF proteiuns: 2007 moniloring resulis 47413504 80778 PER

Proposed revisions to iIRM-related registration
requiremeits for Cryl pland-incorporated protectants in

ficld corn 4754304] 80778 PER
Signature Name and Title Date
Sce Page 1 for Signature 3. Austin Burns, Ph.D. June 1, 2011
Regudatory Affairs Manager
EPA Form 8570-35 (8-97) Electronic and Paper versions avallable. Submit only Paper version. Agency internal Use Copy
Monsanto Company 11-CR-192E-2R Page 47 of 110



P Form Approved OMB No. 2070-0080
wE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Stfreet, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registralion activilies and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and campleting the necessary forms, Send comments regarding the burden estimate or any
other aspect of lhis collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), U.S. Environmental Proteclion
Agency, 401 M Street, 5.W., Washington, DC 20460. Do ngt send the form to this address.

DATA MATRIX

Date: June §, 2011 PA Reg. No./File Symbol: 68467-2 Page 31 of 66
Applicant's/Registrant's Name & Address:

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product:  Herculex® | [nsect Protection
Ingredicnt 8.2 CrylF protein aud the genetic material necessary for production (plasmid insert PEPES99)} in maize (QECD ldentifier: DAS-G315¢17-1)

Guideline Reference Number Guideline Siudy Name . MRID Number Subniter Slatus Nolc

Monitering the suseeptibility of com Iepidopleran pests (0
Cryl Ab and Cry | F proicins: 2008 monitoring resulis 47841801 50778 PER

Muoniloring the susceptibility of com lepidopleran pests (o
Cry LAb and Cry | F proicins: 2009 moniloriilg resulis 47071001 80778 PER

Produnetion Report and Certificate of Analysis ol
Truncated Cry LB (TSN104550% 48193001 08467 PELRR

20190 lnscet Reststaee Managemen( Compliance
Assuranec Program for Com Borer Protected Bl Com,
Com Rootworm Protected Bl Com, and Cornt Borer/Com
Rootwonn-Protccted Stacked Bi Com 48375001 30778 PER
Enhanced fnsect Resislance Management Compliance
Assurance Program for Corn Borer Protected Bt Com,
Com Rootworm Proweeled Bt Corn, and Corn Borer/Corn

Roolworm-Protected Siacked Bt Corn 48375101 80778 PER
Signature Name and Title Date
See Page 1 for Signature J. Austin Burns, PLLD. June 1, 2011
Regulatory Affairs Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
Monsanto Company : 11-CR-192E-2R Page 48 of 110
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~ Form Approved OME No. 2070-0060
WE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Motice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregisttation and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden te: Director, OPPE Information Management Division (2137), U.S. Envirenmenta! Protection Agency,
401 M Street, 5.W., Washington, DC 20460, Do not send the form lo this address.

DATA MATRIX

Date: e 1, 2011 EPA Reg. NoJFile Symbal: 524-551 | Page 320166
Applicant’s/Registrant’s Name & Address: Product: MON B8G17
Monsante Company, 800 N. Lindbergh Blvd,, St. Louis, MO 63167

ingredien B.f. Cry3Bb1 protein and tlie genetic matecial (vector ZMIR39) necessary for its production in event MON 88017 corn (QECD Unique Identifie: MON-88(317-3)

Guicleline Reforanee Number Guidcline Study Name MRID Number Submitler Status Nole

Combidons af Registravion b MON 88007 (EPa Ree,
Mo SH-550) and MON 82034 « MON 8507 tEPA Reg.
M 3245761 and Besponse o EPAN Reguest for

Additional lnbawaion o Mensante's Resistanee Cinn Terms &
Rootwors (CRW) Monitoringe Progran, 484368-01 Monsanto Company GWN Conditions
Conditions of Registration for MON 88017 {EPA Reg.

No. 524.551) apd Conditions of Registration for ; ‘Forms &
MON 89034 x MON 88017 {EPA Rep. No, 524-576). 484368-01 Monsanlo Company GWN Conditions

Enhaneced Inscet Resistunce Management Consplianee
Assurance Program for Cortt Borer Protected Bt Corn,
Com Roolwonn-Protected Bt Com, and Cort Borer / Terms &
Com Rootworm Prolected Stacked Bt Comn. 48375101 ABSTC PER Condilions

Annual Sales Report for MON 810, MON 863, MON 863
* MON 810, MON 88017, MON 88017 x MON 810,
MON 89034, MON 88017 x MON 89034, and

MON &80 7 x MON 89034 < TC507 x DAS-59122-7

(EPA Reg. Nos. 524-489, 524-528, 524-545, 524.551, Terms &
524-552, 524-575, 524-576, and 524-581). A%3678-01 Monganto Cotnpany OWN Conditions
2009 Season Monitoring for the suseeptibility of Neonate

‘Westerit Com Rootwonn Larvac to the Bacithis Tenns &
thinagiensit Cry3Bbl Prolcin, NIA Monsmito Company GWN Conditions

2009 Scason Monitoring for the Susceptibility of Neonale

Western Com Roolworm Larvac Lo (e Baciftus Terms &
thuringiensis Cry3Bb! Protein. 4§2080-01 Monsanio Company OWN Conditions
Siguature : Name and Title Date
See Page 1 for Signature _ 1. Austin Buens, Ph.D. Juae 1, 2011
Regufatory Affairs Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit onty Paper version. Agency Internal Use Copy
Monsants Company 11-CR-192E-2R Page 49 of 110
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i Form Approved OMB No. 2070-0080
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reductlon Act Notlce: The public reporting burden for this collgclion of information is estimated to average 0.25 hours per response for registration activilies and 0.25 hours per
response for reregislration and special review activities, including time for reading the instruclions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggeslions for reducing the burden to: Director, OPPE Inlommation Management Division (2137), U.S. Environmental Protection Agency,
401 M Street, S5.W., Washington, DC 20460. Bo not send the form {o this address.

DATA MATRIX

Date: Jung |, 2011 EPA Reg. No/File Symbol: 524-551 [ Page 33 of 66

Applicant's/Registeant’s Name & Address: Preduct: MON 88017
Monsanto Company, 800 N. Lindbergh Blvd,, St. Louis, MO 63167

ngredient ... Cry3Bb1 protein and the genetic material (vector ZMIR39) necessary for its production in event MON 88017 com (OECD Unique Identificr: MON-88@317-3)

Guideling Reference Number Gindeline Study Name MRID Number Submilter Status MNote

2009 nsee! Resistance Management Compliance
Assuranec Program Reporl for Corn Borer-Protected Bi
Com (£2PA Rep. Nos. 524-489, 68467-2, 67979-1, and
29964-3), Comi Roolworni-Protected Bt Comi (EPA Reg.
MNos. 524-528, 524-551, 68467-5, 67979-5, and 29964-4},
and Comi Borer/Com Roolworm-Prolecied Stacked Bt
Com (EPA Reg, Nos, 524-545, 524-552, 524.576, 6R467- Terms &
6, 67979-8, and 29964-5). 479716-G1 ABSTC PER Condilions

Anmnmal Sales report for MON 810 {EPA Reg No. 524-
489), MON 863 (EPA Reg. No. 524-528), MON 863 x'
MON 810 {EPA Reg. No. 524-545), MON 38017 (EPA

Reg. No. 524-551), MON 89034 (EPA Reg. No. 524-575) Terms &
and MON 89034 x MON 88107 (EPA Reg. No. 524-576), 479614-01 Monsanto Company {OWN Conditions
2008 Scason Monitoring for (he Susceptibility ol Neonale

Western Com Rootworm Larvae o the Bacifius Terms &
rhoringiensiy Cry3Bb1 Protcin. 478346-01 Monsanlo Company OWN Condilions

2008 tnseel Resistance Management Compliance
Assurance Program Repert for Com Borer-Proteeted Bl
Com {EPA Reg. Nos, 524-489, 68467-2, 67979-1, and
2694413}, Corn Rootworm-Prolecicd Bt Com (EPA Rep.
Nos. 524-528, 524-551, 68467-5, 67979-5, and 299644},
and Com Borer/Corn rootworm-Protected Stacked Bt

Com (BPA Rep, Nos. 524-545, 524-552, 68467-6, 67979- Tenns &
§ and 20964-5), 476633-01 ABSTC PER Condilions
Signature Name and Title Date
See Page 1 for Signature 1. Austin Burns, Ph.D, fune 1, 2011
Regulatory Affairs Manager
EPA Form B570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
Mounsanto Company 11-CR-192E-2R Page 50 of 110
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- Form Approved OMB No. 2070-0060
‘WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, SW.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is esfimaled to average 0.25 hours per response for registrafion activilies and 0.25 hours per
response for reregistration and spedial review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this coflection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137}, U.S. Environmental Protection Agency,
401 M Street, 5.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Date: June i, 201 EPA Reg. NoFifc Symbol; 524-551 | Page34 of 66

Applicant's’Registrant's Name & Address: Product: MON 88017
Monsanto Company, 800 N. Lindbergl Bivd., St. Louis, MO 63167

gredient B.7. Cry3Bhb1 protein und the genetic materiat {vector ZMIR39) necessary for ils production in event MON 8801 7 corn {OECD Unigue fdentifier: MON-88@17-3)

Guideline Reference Number CGuideline Study Naime MRID Nuinber Subinitter Statuy Note

Annual Sales Report for YicldGard Com Borer Cum
{EPA Reg. No, 524-489), YicldGard Rootworm Com
(EPA Reg. No, 524-528), YicldGard Plus Com (EPA
Reg. No, 524-545), MON 88017 (EPA Reg. No. 524-
551), and MON 88017 x MON 810 {EPA Reg. No. 524- Terms &
552). : 476631 -0 Munsaute Conpany OWN Conditions

2006 {nscet Resistance Management Compliance

Assnrance Program for Corn Borer-Protected Bt Com,
Cor Ruotworm-Protected Bt Com and Com Borer/Com Terms &
Rootworm-Protected Stacked B1 Corn, (ABSTC Report). 470444-01 ABSTC PER LConditions

Submission of Annuaf Sales Report for YicldGard® Com
Borer coni (EPA Reg. No. 524-489), YicldGard™
Rootworm com (EPA Reg. No. 524-528), YicldGard™
Phis corn (EPA Reg. No. 524-5453, MON 88017 (EPA
Reg. No. 524-551) and MON 88017 x MON 810 (EPA Terms &
Rep. Mo. 524-5523, (2007). 47043 1-01 Monsanto Company OWN Conditions

Susceptibifity of Neonate Rootworm Larvac to tic

Cry3Bbi toxiu from Bacillus thuringiensis: 2005 Data Terms &
Summary. 46948101 Monsanto Coinpany OWN Conditions
Signature Natne and Title Date
Sec Page | for Signature 1. Austin Burns, Ph.D, Jupe 1, 2011
Reguiatory Affairs Manager
EPA Form 8570-35 (3-87} Electronic and Paper versions avaifable. Submit only Paper version, Agency Internal Use Copy
Monsanto Company ' 11-CR-192E-2R Page 51 of 110



“EPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

Washington, D.C. 20460

Form Approved OMB No. 2070-0080

Paperwaork Reduction Act Notice: The public reporting burden for this colleclion of informalion is estimaled to average .25 hours per response for registration aclivities and 0.25 hours per
response for reregisiralion and special review aclivilies, including lime for reading Ihe instruclions and compleling the necessary forms. Send comments regarding lhe burden estimate or any
other aspect of this collection of information, including suggeslions for reducing the burden to: Director, OPPE Information Management Division (2137}, U.S. Environmental Protection Agency,
401 M Slreet, S.W., Washington, DC 20460. Do not send Ihe form lo lhis address.

DATA MATRIX

Date: June 1, 2011

EPA Reg. No./filc Symbol: 524-551

| Page 35 of 66

Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167

Product:

MON 88017

Ingredient 5.7, Cry3Bbl protein and the genelic material (vector ZMIR39) necessaty for ils produclion in evenl MON 88017 corn {OECD Unique fdenlifier: MON-88@17-3)

CGhideling Referenee Number Guideline Study Name MRID Number Submitter Status Nolg

Stdhu, B. 8. (2004}, Human Health and Environmenial

Assessment of the Plant-Incorporated Protectant Bacilhis

thuringiensiy Cry3Bb| Protein Produecd tn MON 88017, Product
885.1100 MSL-18835 - 461817-01 Monsanto Company OWN Characterization

Beasley, K. A, H.M. Anderson., BB, Wimberley, D W.

Mittank., and R.P. Lirctte. (2002). Molccular analysis of

YieldGard*Rootworm/Roundup Ready®Cam Event MON Product
885.1 100 g8017. MSL-17609 461817-02 Monsanto Conmpany OWN Characicrization

Bhakta, N. 8., A. J. Hartmann, and J. C. Jennings (2003).

Cry3BbI and CP4 EPSPS Protein Levels in Corn Tissucs

Colleeted from MON 83017 Com Produced in LLS. Ficld Prvduct
885.1100 Trizls Conducted i 2002. MSL- 18823 461817-03 Monsanto Company OWN Characterization

Dmnan, ). )., M. 8. Paradisc and C. Jiang (2003},

Evaluation of Functional Equivalence of Two Cry3Bbl

Protcin Varenls Against Susceplible Colcopleran specics. Product
&85.1100 MSL- 18799 461817-04 Mousanio Company OWN Characterization

Hilcoan, R. E. and ). . Astwood (2001). Additional

Characterization of the Cry3BbI Protein Produced in Produet
$%5.1100 MON 863, MSL-17t37 454240-10 Monganto Comnpany OWN Characlcrization

Signature

See Page I for Signature

Name and Title
J. Auslin Burns, Ph.D,
Regulatory Affairs Manager

Date
hme 1, 2011

EPA Form 8570-35 (2-87) Eleclronic and Paper versions available, Submit only Paper version.

Monsanto Company

[I-CR-192E-2R

Agency Internal Use Copy
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“ : Form Approved OMB No. 2070-0060
i'?E pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Paperwerk Reduction Act Notice: The public reporting burden for Ihis collection of information is estimated to average 0.25 hours per response for regisiration activities and 0.25 hours per
response for reregisiration and special review activities, including time for reading the instructions and completing the necessary forms, Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Informalicn Management Division (2137), 1.8, Environmenta! Protection Agency,
401 M Street, S.W., Washington, DC 20480. Do not send the form to this address.

DATA MATRIX

Oate: June §, 2011 EPA Reg. No./File Symbol: 524-551 | Page 36 of 66
Applicant's/Registrant’s Name & Address:

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 88017

ingredient 8.1 Cry3Bbl1 protein and the genetic material (vector ZMIR39) necessary for its production in event MON 88017 corn (OECD Unique Identificr: MON-88@17-3)

Guideline Reierenee Number Guideline Study Name MRID Number Submitler Status Nolg

Hileman, . E., G, Holleschak, L. A, Tutner, R. 8,
Thoma, C, R. Brows and . D. Astwood (2001},
Characterization and Eguivalence of the Cry3Bb! Proicin
Produced by £, coli Fermentation and MON 863, MSL- Produel
8851140 17274 455382-00 Monsante Company OWN Characterization

Broww, M. (2003). TrairChek™ Cry3Bb Latcral Flow
Test Strip and SeedChek™ CryaBb ELISA Performance
Verification for Com Sced, Leaf, and Composile Testing,
MSL-19581, in unpublished study condueted by Product
£60.1340 Stralegics Diagnosiics, Ine. 463942-01 Mousanlo Company OWN Characlerizalion

Dudin, ¥, A., B-P, Tonnu, L, D, Albee and B, P, Lirciic
{2001}, Amended Report for MSL-i163559: A.1.
Cry3Bhbi,11098 and NPTil Profein Levels in Sample
Tissute Colleeted from MON 863 Grown in 1999 Field Product
885.1100 Trials. MSL-i7t81 454240-0i Monsanto Comparty OWN Characterization

Suppiemental Information for “Evaluation ef Functicnnl

Bauivaienec of Two Cry3Bh! Profcin Variants Against Produet
B85.1100 Susceptible Coleopleran Species™ (MRID No. 461817-04) 465743-03 Monsanlo Company OWN Characlerizaiion

Thuma, . 8., G. Holleschak, R. E, Hileman and J. D,
Astwood {2001}, Primary Struetural Prolein
Characterization of MON 863 Cry3Bb 1.1 1098 Prolein

Using N-lerminal Sequencitig and MALDH Time of Flight Product
B35.1108G Mass Spectrometric Techniques. MSL-17154 454240-11 Monsmite Company OWN Characterization
Stgnature Name and Title Date
See Page 1 for Signature I. Austin Bums, Ph.I3. June 1, 2011
Regulatory Affairs Manager
EPA Form 8570-35 (2-87} Electronic and Paper versions available. Submit only Paper version. Agency interna! Use Copy
Monsanio Company ' 11-CR-192E-2R Page 53 of 110
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“EPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

Washingt_cm, D.C. 20460

Form Approved OMEB No, 2070-0060

Paperwork Reduclion Act Noilee: The public reporting burden lor this colleclion of infoimation is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response lor reregistralion and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), U.S. Environmental Prolection Agency,
401 M Slreet, S.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Date: hune 1, 2011

EPA Reg. NoJFile Symbol: 524-551

Page 37 ol 66

Applicant's/Registrant's Name & Adtlress:
Monsanto Company, 800 N, | indbergh Blvd., St. Louts, MQ 63167

Product:

MON 88017

ingredient 8.7, Cry3Bb! protein and the genetic material (vector ZMIR39) necessary for its production in event MON 88017 corn (OECD Unique Identificr: MON-§8@17-3)

Guideline Referenee Number

Guideline Study Name

MRID Number

Subniitter

Statug

Note

885.1100

Submission of Supplemental Data (May 21, 2001} in
Support of the Application for Registration of MON 863;
Com Reotworm Proteetetl Com (Veetor ZMIRI3L); EPA
Filc Symbol 524-LEL

N/A

Mousanto Conpany

OWN

Product
Charactcrization

885.1100

Dudin, Y., B-P. Tonuu and R. P. Lirette (2001).

Cry3Bbi, CrylAb and NPTi{ Protein Levels in the Dual-
irait Maize Hybrid MON 863 x MON 810 Produced in
Argentinian Field Trials Conducted During the 1999-2000
Growing Season. MSL-17266

457917-02

Mottsanio Company

OWN

Product
Charactcrization

885.1100

Hoelleschak, G., T. C. Lee, R, E. tileman, P. D. Pyla, and
1. D. Astwood (2001). Amended Report for MSL-15835;
Assessment of the Equivalence of B.«. Protein 11098, A.r.
Protcin 11231 and NPTt Protcin Expressed in Com
LEvents MON 8§53 and MON 860 to Microbial Sources.
MSL-17222

454240-04

Monsanto Company

OWN

Product
Charactorization

BES. L0

Supplemental information {or “Cry38b1 and CP4 EPSPS
Protein Levels in Corn Tissues Collected from MON
88017 Com Produced in U.8. Ficld Trials Conducted in
2002 (MRID No, 461817-03)

465783-02

Mousanlo Contpany

OWN

Product
Characterization

BE5.1 100

Holleschak, GG, R. E. Hileman, and J. D. Astwood (2001}
Amended Report for MSE-163596: Assessment of the
Physicocliemical Equivalence of Cry3Bbl. 11098 and
NPTI Proteins in Com Bvent MON 863 to Microbial
Sources. MSL-{7220

454240-05

Monsanto Conpany

OWN

{froduct
Characterization

Signatitre

See Page 1 for Signature

Nate and Title
J. Austin Burns, Ph,D.,
Regulatory Affairs Manager

Date
June 1, 2011
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<EPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Form Approved OMB No, 2070-0060

Paperwork Reduction Act Notice: The public reporiing burden for this colleclion of information is estimated to average 0.25 hours per response for registration aciivilies and 0.25 hours per
response for reregisiraiion and special review activilles, including time for reading ihe instruclions and compleling ihe necessary forms. Send commenis regarding the burden estimate or any
other aspect of ihis collection of informaiion, including suggestions for reducing the burden to: Girecior, OPPE Information Management Division {2137}, U.S. Environmenial Protection Agency,
401 M Sireet, S.W., Washington, DC 20480. Do noi send the form io ihis address.

DATA MATRIX

Dale: June i, 2011

EPA Reg. No./File Symbol: 524-551

Page 38 of 66

Applicant's/Registraut’s Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., 8t. Louis, MO 63167

Product: MON 88017

ingredient B.1. Cry3Bbl protein and the genetic material {vector ZMIR39) necessary for its production in cvent MON 88017 corn (OECD Unique Identifier: MON-88¢317-3)

See Page 1 for Signature

Y. Austin Burns, Ph.D.
Regulatory Affairs Manager

June 1, 2011

Guideline Referenee Number Guitdeline Study Name MRID Number Submiller Status Note

Suppiementai tformation for “Moleeniar Anaiysis of

YicldGard® Rootworm/Roundup Ready® Com Bvent Produet
885.1100 MON 88017 {MRID No. 461817-02} 465783-01i Monsanto Company OWN Charaglerization

D. Kolwyek, B-P. Tonnu, ¥. A, Dudin, T. 1'locsser and

K. Gustafson (2001}, Validated Method for Extraction

and Dircel ELISA Analysis of Cry3Bbi in Cont Grain. Product
860.1340 Monsanio Refl No. 99-640E-i. ) 453731-0i Monsaitlo Company OWN Characlerization

Astwood, J. .D., R, E. Hileman, M, J. McKee, T. J. Ryde!,

J. W. Scalc and L. Engiish (2001). Safcty Assessment of

Cry3Bbi Variants in Com Rootworm Protecied Con. Human lecallih

NIA MSL-[7225 454240-09 Monsainto Corppany OWN Asscssnienl

Hileman, R. E., J. N. Leaeh and J. I, Astwood (2001).

Assessment of the in vitro Digestibiiity of

Cry3Bbi.11098(0Q349R) Protcin in Simuiater intestinal Human Heaith
8851100 Flurd, MSL-17530 455770-02 Monsanto Company OWN Asgessmenl

Holleshak, G., R. E. Hileman and J. . Astwood (2001).

Amended Report for MS1.-16597: immunodetectability of

Cry3Bbi.1 1098 and Cry3Bbi.1123! Prolcins in the Grain

of tnsect Protected Com Events MON 863 and BMON 853 Hutiart Herlth
885.1 100 After Heal Treatment. MSL-17223 454240-07 Monsalo Company OWN Asscssmenl

Signaiure Name and Title Date
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e Form Approved OMB No. 2070-0060
wE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notlce: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of informalion, inciuding suggestions for reducing the burden to: Director, OPPE jnformation Management Division (2137), U.S. Environmental Protection Agency,
401 M Street, 3.W., Washington, DC 20480. Do not send the form to this address.

DATA MATRIX

Dac: June 1, 2011 EPA Rep, Na/Filc Symboi: 524-551 Page 39 of 66
Applicant’s/Registrant's Name & Address:
Monsanto Cempany, 800 N. Lindbergl: Blvd., St. Lotis, MO 63167 Product:  MON 88017
ingredicnt B.r. Cry3Bbi protein aud the genetic material {vector ZMIR39) necessary for its productiun in event MON 88017 eorn {OECD Unigue Identifier: MON-88017-3)
Guideline Referenee Number Guideline Study Name MRID Number Submitter Status Nolg
Beehitel, C. L. (1999). Acnte Oral Toxicity of B.r, Fuman Health
885.3050 Protein 11231 in Mice. MSL-16216. ) 44904305 Mansanlo Company OWN Asscssment

Hilcman, R. E., BE. A. Rice, R. E. Goodman and J. D,
Astwoad (2001). Biginformatics Evaluation of the
Cry3Bbi Prolein Praduced in MON 863 Utilizing
Allergen, Toxin and Public Oonzin Pratcin Databases. Human Health
885.1100 MSL-17140 454240-08 Monsanto Company OWN Assessmienl

Bannette, K, L. and P. D. Pyla (2001). An Acuie Oral
Taxicily Study in Mice with £, coli Proguced
Cry3BbI.1 1098((Q349R) Protein, Amended Final Report. Human Health
£85.3050 MSL-17382 455382-02 Monsanlo Company OWN Aggessment

Leach, J. N., R, E. Hileman and ). D. Astwood (2001},
Asscssment of the ¢4 wpe Digestibilivy of Cry3Bbl

'ratcin Purified fram MON 863 and Cry3Bbi Pratein Human Health

B85.1100 Purificd fram £, cofi. MSL-17292 455382-03 Monsmto Contpany OWN Asgessmenl
Beehtel, C. L. (1999). Acute Oral woxicily of £1. Protcin Human Health

885.3050 11098 in Mice. MSL-16215 449043-06 Monsanto Conpany OWN Assessinent

Signature Natne and Title Date
See Page 1 for Signature 3. Austin Burns, Ph.D, June |, 2011
Regulaiory Affairs Managet
EPA Form 8570-35 (9-97) Electronic and Paper versions avaiiabie. Submit only Paper version. Agency Internal Use Copy
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SEPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

Washington, D.C. 20460

Form Approved OMB No. 2070-0060

Faperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
tesponse for reregistralion and special review activilies, including lime for reading the instruclions and completing lhe necessary forms. Send comments regarding the burden estimate or any
olher aspec! of this collection of information, inciuding suggeslions for reducing lhe burden to: Cireclor, OPPE Information Managerment Ojvision (2137}, U.S. Envitonmental Proleclion Agency,
401 M Slreet, S.W., Washinglon, DC 20460. Do not send lhe form o this address,

DATA MATRIX

Date: June |, 2011

EPA Rep. No/File Syinbol; 324-551

Pagc 40 of 656

Appiicant's/Registrant's Namc & Address:
Monsanto Company, 800 N. Lindbecgh Blvd,, St. Louts, MO 63167

Product;

MON B8017

Ingredient B.¢. Cry3Bbl protein and the genetic matecial (vector ZMIR39) necessary for its prodhection in event MON 88017 corn (OECD Unique Identifier; MON-88@17-3)

Guideline Referenee Number Guideline Study Name MRID Number Submiticr Status Note
Hilcman, R. E. and J. D. Astwood (1999). Bioinformatics
Analysis of B.¢. Protcin 11058 and #.1. Protein 11231
Sequences Utilizing Toxin and Public Domain Genetic Human Heaiti
8¥5.1100 Databascs. MSL-15870 . 449043-08 Monsanto Company OWN Assessment
Hileman, R. E: and 1. D. Astwood (1959). Bioiui"om;atics
Analysis of 8.r. Protcin 11098 and B.r. Protcin 11231 Hunan Health
¥85.1100 Scquences Ptilizing an Allerpeu Database. MSL-15873 449043-05 Monsanio Comany OWN Asstssment
Leach, J. M., R, E. Hileman, J. W. Martin, R. S. Tiioma,
and 1. D. Astwood (2001). Amcuded Report for MSL-
15704: Asscssment of the i Viiro Digestibility of 5.0
profein 11098 and B.r. 11231 Utilizing Mammalian Hinman Heaiti
8R5.1100 Digestive Fatc Models. MSL-17166 454240-116 Monsanlo Company OWN Asscssment
McKee, M. T (2001). Bluegill Dictary Toxicity Study for
the Bacilus rhuringiensis Cry3Bbi Protcin Variant; A Environmenial
885.4200 Waiver Request. MSL-) 7383 455382-00 Maonsanto Company OWN Assessrnent
Drottar, K. R. and H. O. Krueger (1999). Baciliux
tharingiensis Protein 11058 in Corn Pollen: 48-Hour
885.4240 Stalie Renewal Acute Toxicity Test with the Cladoecran Environmenta)
Scrics 72, Subdivision § (Daphnia magna). MSL-16163 449043-18 Monsanto Compauy OWN AssCssment

Signature

See Page 1 for Signature

Name and Title
J. Austin Burns, Ph.D.
Regulatory Affairs Manager

[Date
Juoe 1, 2011
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Form Approved OMB No, 2070-0060
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for ihis collection of informaticn is eslimated (o average 0.25 hours per response for registralion aclivities and 0.25 hours per
response for reregislralion and special review aclivilies, including lime for reading the Inslructions and compleling Lhe necessary forms. Send commenls regarding lhe burden eslimate or any
other aspect of Lhis collection of information, including suggeslions for reducing the burden to: Direclor, OPPE Information Managemenl Division (21373, U.S. Environmenlal Prolection Agency,
401 M Sireel, S.W., Washinglon, DC 20480. Do not send Lhe form lo Lhis address.

DATA MATRIX

Duate: Juue 1, 2011

FEPA Reg. NoJFile Symbol; 524-551 Page 41 of 66

Applicaul's/Registrant’s Naine & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product:  MON 88017

ingredient 8.7, Cry3Bbl prolein and the genetic material {(vector ZMIR39) necessary for its production iu event MON 88017 corn {OECD Unique Identifier;: MON-88¢317-3)

Guidcling Refercnee Number Ctideline Study Name MR D Number Subimitier Slalus Nolg

Results of acute toxicity tests with Daphnia and catfish

did not producc any cvidence of adverse effcets.

Estuarine and Marinc animal studies arc waived for (his Eavironmental

product because of the very low Lo no polential for Assessment
$85.4280 cxposiire lo Cry3Bb| protein from ficld com. N/A Monsanlo Company OWN Waived {11 BRAD

Texicra, D. (2003). Evalualion ot'ljiclary Effcets ol g

Cry3Bbl Protcin Variant ou Minute Pinte Bugs ((Orins Environmenital
885.4340 insicliosny). MSL-19697 46479905 Monsanto Company {WN Asscsgment

Sinee the adive ingredient in this product is an inscet

loxin (Bt endotoxin) that has ucver shown any toxicity 1o

aguualic o lerrestrial plawts, these studics bave been

waived for (s product. The Agency las deterinined Euvironmenial

there is no siguificant risk of gene caplure and expression Assessment
835.4300 of Cry3Bb protein by wild or weedy relatives of com. N/A Monsailo Company OWN Waived in BRAD

Palmer, 8. J. and H. O. Krueger (1999}, Baciling i

thuringiersés Protein 11231: Dictary Toxicity Study with

e Ladybird Bectle {Hippodamio convergens). MSL- Buvironineital
§85.4340 L6166 449043-14 Monsanto Company OWN Asscssmenl

Hoxter, K. A., 8. ). Palmer and H. O, Krucger (1999),

Bacillus dhoriagiensts Protein [1231: An Acute Toxicity

Study with Earthiworm in an Artificial Soil Substrate, Euvironmental
850.6200 MSL-16162 449043- 16 Mousanlo Company OWN Asgessment

Signalure Name and Title Date
See Page 1 for Signature I Austiu Burns, Pl D. June 1, 2611
Regulatory Affairs Manager

EPA Form 8570-35 {(8-97) Eleclronic and Paper versions available. Submil only Paper version.
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py Form Approved OMB No. 2070-0060
VE'iE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, SW.
Washington, D.C. 20460

Paperwork Reductlon Act Notlce: The public reperting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of informalion, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137}, U.S. Environmental Protection Agency,
401 M Street, 5.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Datw: June {, 2011 EPA Reg. No/File Symbol; 524-551 Page 42 of 66
Applicant's/Regisirant's Name & Address:

Monsanto Company, 800 N. Lindbergh Blvd., St. Loutis, MO 63167 Froduct: MON 88017

ingredient 8.7, Cry3Bbl protein and the genetic material {vector ZMIR39) necegsary for its production in event MON 88017 corn (OECD Unique Identifier: MON-88¢117-3)

Guideling Reference Number Cuideline Sndy Name MRID Nuimber Submitier Status Nole

Teixeira, D. {1999). Assessment of Chronic Toxicity of

Com Tissuc Containing the Bactliys tringiensis Protcin Environmenlal
§85.4340 11098 w Collembola (Folsomia candida). MSL-15988 440043-17 Monsanto Conipany OWN Asscssment

Pahner, 5. ). and . Q. Krueger (1999). Baailhis -

rhuripgiensis Protein 11231: A Dietary Study with Green Environncntal
245.4340 Lacewing Larvae (Chrvioperia carnea). MSL-16165 449043-12 Monsanto Company OWN Asscssimenl

Palmer, 8. J. and H, D. Krucger (1999). Bactilny
rhteingiercis Protein 11231: A Dictary Swidy with the
Parasitic Hymenoptera {Nasevio vitripeanis). MSL- Environmental
885.4340 16167 ) 449043-13 Monsanto Company OWN Agscssment

Dubclinan, 5., M. Blialli, B. Ayden, J. Mnrphy, 8. Levine
and C. liang {20035). Environmenlal Fate of Cry3Bbl -
Protein in Com Fields Planted with MON 863, MSL- Enviropmental
B85.5200 19285 465103-01 Monganto Company OWN Assessment

Duan, 1 £, G. Head, M. McKee and T. E. Nickson
{2001}). Dictary Effccts of Transgenic Baciilus
Henringiensts (Bt) Com PPollen Expressing a Varkant of

Cry3Bbi Protcin on Adults of thie Ludybird Beelic, Enviranmental
885.4340 Crleomesiiia macelata. MSL-16936 453613-01 Monsanto Company OWN Asscssinent
Signatuce Name and Title Date
See Page 1 for Signature I Austin Burns, Ph.D. June 1, 2011
Regulatory Affairs Manager
EPA Form 8570-35 (9-87) Electronic and Paper versions available. Submit only Paper version, Agency Internal Use Copy
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“EPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

Washington, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Nolice: The public reporting burden for Lhis calleclion of informalion is eslimaled to average 0.25 hours per response for regislralion aclivilies and 0.25 hours per
response for reregistralion and special review activilies, including lime for reading the instruclions and compleling the necessary forms. Send commenls regarding lhe burden eslimate or any
other aspect of this collection of informalion, including suggeslions for reducing the burden lo: Direclor, OPPE Informalion Management Division (2137), U.S. Environmenlal Proleclion Agency,
401 M Street, 3.W., Washington, DC 20480. Do nol send the form lo this address.

DATA MATRIX

Date: June 1, 2011

EPA Reg NoJ/File Symbol: 524-551

Page 43 of 66

Applicant's/Registrant’s Name & Address:
Monsanlo Company, 800 N, Lindbergh Blvd., St. Louts, MO 63167

Product:

MON 88017

ingredicnt B.7. Cry3Bb1 protein and the genetic material (vector ZMIR39) necessary for its produclion in event MON 88017 corn (OECD Unique Identifier; MON-88@1(7-3)

See Page 1 for Signature

J. Austin Burns, Ph.D,
Repgulatory Affairs Manager

June 1, 2611

Guirleling Refergnee Number Guidcline Study Name MRID Number Subinitier Status MNoic

Bryan, B. L., 1. R. Porch and H. O. Krueger (2001).

Diclary Effects of Transgenic BT Com Pollen Expressing

a Variani of Cry3Bb( Protcin on e Ladybird Bectle, Environmenial
885.4340 Hippodamia convergeny, MSL-17171 4536513-02 Momsanto Company OWN Assessicnt

Bhatti, M. A, C. L. Pilebher, M. J. McKee, T. B, Nickson,

G. P. Head and C. D, Pileher (2000). Ficld Bvaltation for

the Ecological lmpact of Com Rootworm Insect-Prolccted Environmental
154-3500 Com on Non-Targei Organisms, MSL-17179 455382-06 Mongaillo Conpany OWN Asscesiment

Duan, J. 7., M. % McKee and T. G. Nickson (2001),

Dictary Elfecis of Transgenic Bacillus vwingiensis (Bt)

Cormn Pollen Expressing a Variant of Cry3BbI Protein on

Larvac of the Ladybird Bectle, Coleomegitie macnlata. Enviromncntal
§85.4340 MSL- 16907 45538204 Monsanto Company OWN Agscssiment

Scars, M. and M. Mattila (2002). Deicrmination of the

Toxicity of Com Pollen Expressing a Cry3Bb| Variant

Protein io First lnstar Monarch Butierfly Larvac (Damns Environmeral
8854340 plexippys) via Laboratory Bioassay. MSL-17235 455382-05 Monsanto Company OWN Asscssmernt

tfead, G., M. Plcau, S. Sivansupramnanian and T. Vaughn

(2001). Insceticidal Spectrum of Activity for Cry3Bb Environmental

NIA Prolein i vie. CINTO 455382-07 Monsanto Company OWN Asscssnicnt
Signature Name and Title Dale

EPA Form 8570-35 (9-97) Eleclronic and Paper versions available. Submit only Paper version,

Monsanlo Company
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A Form Approved OMB No. 2070-006¢
wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reductlon Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration aclivities and £.25 hours per
response for reregistration and special review activities, including time for reading lhe inslructions and compleling the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Direclor, OPPE Informalion Management Division (2137), U.S. Environmental Protection Agency,
401 M Street, S W., Washinglon, DC 20460. Do not send the form fo this address.

DATA MATRIX

Date: June |, 2011 IiPA Rep, No/Tile Symbol: 524-551 Page 44 of 66
Applicant’s/Registrant's Nane & Address:

Moensante Company, 800 N. Lindberizh Bhvd., St. Louis, MO 63167 Product: MON 88017

Ingredient B.¢ Cry3Bbl protein and the genetic material {(vector ZMIR3Y) necessary for its prodtiction in event MON 88017 corn (OECD Unique Identificr: MON-88G17-3)

Guideline Referenee Nuniber Guideling Study Name MRID Number Submitter Status Note

Puan, 1 L, M. 1. McKee, G. Head and C. R. Brown
{2002). Endangered Specics Impact Asscssmantl for Environmental

NIA Cry3Bb1 Protein in Transgenic MON 863, MSL-17614 455770-03 Monsanto Company OWN Agsessment

Head, G.{2062). Rescarch on the Effcets of Com
Rootvorm Protected Transgenic Com Events on
Nontarget Organisms; Preliminary Resulls. Monsanio Enviromnenial
154-2300 Reference No. 00-CR-(032E-7 456530-03 Monsanto Company OWN Assessment

Bhatti, M. A, 1. [ Doai, C. L. Pilcher, M. J. McKee,
T. E. Nickson, (. P. Head and C. Jiang (2002} ’
Ecological Assessment of Nontargel Organisms in tle
Plots of Com Rootworm Inseet Protceted Com Hybrid
Containing MON 863 Event; 200( - 2001 Ficld Trials. Gunvironmental
154-3500 Report MSE-17531 457916-01 Monsanto Company OWN Assessment

Sindermann, A. B, I R. Porch and 1, O. Krueger
{2002). Evaluation of a Cry3Bbl Protein Variani in an
Acute Toxicity Study with the Earthwonn in an Artificial Environmental
2506200 Soil Substrate,. MSL-18137 457571-01 Monsanto Company OWN Assessiment

Gallagher, S. P, I Grimes and J. B. Beavers (1999).
Bacithey vringiensiy Protein 11231 in Com Grain: A

Dictary Toxicity Study with the Northern Bobwliite, Envirormental
8854050 MSL-16161 445043-15 Wonsanto Company OWN Assessment
Stgnature Name and Titte Date
See Page 1 for Signature J. Austin Bumns, Ph.D. June 1, 2011
Regulatory Affairs Manager
EPA Form 8570-35 (8-87) Electronic and Paper versions available. Submit only Paper version, Agency Internal Use Copy
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“EPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

Washington, D.C. 20460

Forrmn Approved QMEB No. 2070-0060

Paperwork Reductton Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this coflection of information, including suggestions for reducing the burden to: Director, OPPE Informaltion Management Division (21373, U.S. Environmentaf Protection Agency,
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Date: June 1, 2011

BPA Reg, NoJ/Fite Symbol: 5324-551

Page 45 of 66

Applicant's/Regisirant’s Mame & Adrlress:
Monsanto Company, 800 N. Lindbergh Blvd.,, 8t. Louts, MO 63167

Product:

MON 880617

tngrediemt B.7. Cry3Bbl protein and the penetic material {vector ZMIR39) necessary for its production in event MON 88017 corn (OECD Unique Identifier: MON-88@ t7-3)

Gumidetine Reference Ninnber

Guidcliue Stugy Nanmg MRED Murmber Submilter Status Note

Maggi, V. L. (1999). Evaluation of ihe Diclary Effect(s)

of Puriticd Bacitius thoringiensis Protem L1231 on Adult Environmental
8854380 Honey Bees {(Apis mellifera L.). MSL-106169 ) 449043.1 1 Monsanie Company OWN Agsessment

Marlin, J. W, M. §. McKee, §. Dnbelman apd Y, A.

Ductin (2000). Acrobic Soit Degradation of the B.r.

Protcin t 09§ as a Componcnl of lnscet Protected Corn. Environmentat
885.5200 MSL-t6440 451568-04 Mansanto Company OWN Assessment

Dubelman, §., B. Ayden, M. Muctly, J. A, Warren, C.

Jiang, J. Bookout and Y. Dudin (2002). Acrobic Soit

Degradation of thie Baciftus thuringiensic Cry3Bbl

Variant Protein Produced in Com Rootworn Protecied Environmental
#85.5200 MON 863, MSL-17102 457571-02 Monsanlo Company OWN Asscssment

George, B. (2001). Comparison of Broiter Performance

When Fed Dicts Containing Events MON 863, Parcnlal Environmental
885.4050 Linc or Commercial Com. MSL-17243 45941 5-01 Monsanio Company OWN Assessmenl

Maggi, V.L. (1999, Evatuation of the Piciary Effcels of

Punficd Bacillir vhuringiensis Protein 11231 on toney Environmental
883 4380 Bee Larvac, MSL-t0168 449043-10 Monsantp Company OWN Asscssinent

Dubelman, S., B. Ayden, §. Colyer, B, Ledesma, §.

Levine, F. Lloyd, G. Muctler, . Warren & C. Jiang

{2007) Envirommental Fate of the Cry3Bbl ant Cryl Ab

Proteins in Com Ficlds Ptanted with MON 863 x MON Enviromuenial
885,5200 810 For Three Consccutive Years MSL-20589 472829-(2 Monsanto Company OWN Assessmenl

Signature

See Page 1 for Signature

Name and Title
J. Austin Burns, Ph.D.
Regulatory Affairs Manager

Date
June 1, 2011

EPA Form 8570-35 (9-97) Eteclronic and Paper versions available. Submit only Paper version.
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SEPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

Washington, D.C. 20460

Form Approved OMB No, 2070-0060

Paperwork Reduction Act Notlce: The public reporting burden for (his collection of information is estimated to average 0.25 hours per response for registration aclivilies and 0.25 hours per
response for reregisiration and special review aclivities, including time for reading the inslructions and completing (he necessary forms. Send comments regarding the burden eslimale or any
alher aspecl of this colleclion of infarmalion, including suggeslions for reducing he burden o: Direclor, OPPE informalion Managemenl Division (2137), 11.8. Environmenlal Prolection Agency,
401 M Street, S.W., Washinglon, DC 20480. Do nol send the form Lo this address.

DATA MATRIX

Date: Fune 1, 2011

EPA Reg. No./File Synbol; 524-551

Page 46 of 66

Applicant's/Repistrant’s Name & Address:
Monsanio Company, 800 N. Lindbergh Blvd., §t. Louis, MQ 63167

Product:

MON 88017

Ingredicnt B.7, Cry3Bbi protein and the genctic material {vector ZMIR39) uecessary for its production in event MON 880 (7 corn (OECD Unique Identificr: MON-88017-3)

Guidelinie Reference Number Guideline Study Namg MRID Nnmber Subnitier Slatus Nolc

DBuan, I, M. Bhaui, C. Brown, G. Head, C. liang, C.

Pilcher, C. Pilcher, D. Carson & T. Nicksen {2007) Two

Year Ficld Asscssment of e Effcet of Combined Trait Bt Envirenimental
154-3500 Com Mon 863 x MON §10. MSL-19656 472825-01 Monsanio Compumy OWN Asscssmert

Duan 1. J., C. Jidng, M.J. McKee, MLA. Ncmclh, D. ’

Ward, G. FHlead, 8. Levine, M. Bhat and M. Paradise

{2004). Siatistical Powcer Analysis of a Two-Ycar Ficld

Swdy Evaluating the Ecological Effeet of Com Event Environmental
154-3500 MON 863. MSL-19246 462627-03 Monsante Company OWN Assesgnilent

Duan 2. 1, C. hiang, C. Brown, M. Bhatt, M. Nemeh, (.

Nickson and D, Ward {2004). Supplemental Statistical

Analysis of Data frem a Two-Year Ficld Census Study Environmental
154-3500 wilh Corn Event MON 863. MSL- (9329 46394202 Meonsanto Company OWN Asscssment

Dubclman 8., M. Bhatti and B. Ayden (2004). laterim

Repert: Assessment of (ke Environmental Fate of the

Cry38b! Proicin in Com Fields Planted with MON 863. Environmental
885.5200 MSL-1853 1 462010401 Monsainie Company OWN Asscssmenl

Duan J. and M. Maradise (2005). Evaluation of Diclary

Effcets of Cry3Bb( Protia on the Ground Beetle Environmentat
8854340 Poecitug cholcires {Colegopiera:Carabidac). MSL-15631 464799-04 Monsaille Cempany OWN Assessmont

Head, G. (2004). Research on the Effecis of Com

Rootworm Protected Transgenic Com on Non-Target Envirenmental
154-3500 Organisms: Publications & Manuscripls, 462627-02 Monsale Company OWN Asscssment

Signature

See Page 1 for Signature

Name and Title
3. Austiu Burns, Ph.D,
Regulatory Affairs Manager

Date
June 1, 2011

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submil only Paper version,

Monsanto Cotnpany

1I-CR-192E-2R

Agency Internal Use Copy
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Form Approved OMB No. 2070-0060
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for his colleclion of informalion is eslimaled lo average 0.25 hours per response for registralion aclivilies and §.25 hours per
response for reregisiralion and special review aclivilies, including lime for reading (he inslruclions and compleling the necessary forms. Send commenls regarding the burden eslimale or any
olher aspecl of lhis cofleclion of informalion, including suggeslions for reducing lhe burden lo: Direclor, OPPE Informalion Managamenl Division {2137), U.5. Environmenlal Proleclion Agency,
431 M Slreel, S.W., Washinglon, DC 20460, Do nol send Lhe form to (his address.

DATA MATRIX

Date: June 1, 2011

EPA Reg. No/File Symbol; 524-551 Page 47 of 66

Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd,, St. Louts, MO 63167 Product: MON 88017

Ingredient 5.1, Cry3Bbl prolein and the penelic malerial (veclor ZMIR39) iccessary for its produclion in event MON 88017 corn {OECD Unique idenlifier: MON-882017-3)

Cinideling Relerenee Numbcer Gnuideline Study Name MRID Number Submitter Status Note

Maminalian wildlife exposure to Cry3BbI protein is
considercd likely; however, the Cry3Bb| toxicity data for
Hunan Health Asscssment indicate that there is no
significant toxicity 10 rodents form testing at the Enviromnental
maximum hazard dose. Thercfore no hazard to Assessment

BR5 4150 mammalian wildlife is anticipated. N/A Monsanto Coinpany OWN Waived in BRAL}
Li, M. H. and E. H. Robinson (1999). Evalaation of
Inseer Protected Comn Lines MON 853 and MON 859 as a Environmental

885.4200 Feed Ingredient for Catfish. MSL-16164 449043-19 Monsanto Coinpany OWN Assessment
Dyan, i, 1, G. Head, M. §. MeKee and . P. Ward (2003). Euvironmental
Oata Waiver Request: Toxicity of 8.¢. Cry3Bbl Protzin Assessment

883 4340 in the Red Milkweed Beetle (Tetrgopes sp.). MSI-18741 NFA Monsanto Coinpany OWN Granted in BRAD
Pileher, C. D, (2001). Efficacy of MON 863 Against
Com Rootworm and Comparison to lusceticide
Treatments — Results of Year 2000 Ficld Toals,

NiA Wonsanto Ref. No., 00-CR-032E-3 453613-03 W onsanio Company OWN Benelits
Mitchell, P. D. (2002). Yicld Benefit of MON 863,
IN/A MSL-17782 456530-02 Monsanto Company OWN Benefits
Signature Name and Title Dale
See Page 1 for Signature J. Austin Burns, Ph.D. June 1, 2011
Regulatory Affairs Manager

EFPA Form 8570-35 (9-97) Electronic and Paper versions available. Submil only Paper version.

Monsante Company

F-CR-192E-2R

Agency Internal Use Copy

Page 64 of 110
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- Form Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.,
Washington, D.C. 20460

Paperwork Reduction Act Notiee: The publie reporting burden for this coliection of information is esfimated to average 0.25 hours per response [or registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms, Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Inlormmation Management Division {2137), .S, Environmenial Protection Agency,
401 M Sireet, 3.W., Washington, DC 20460. Do not send the form 0 this address.

DATA MATRIX

Date: Jume I, 2011 EPA Reg, NoJFile Symbol: 5245351 Page 48 of 66
Applicant's/Registrant's Name & Addiess:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louts, MO 63167 Product: MON 88017
ingredient B.7. Cry3Bbl protein and the genetic material (vector ZMIR39) necessary for its production in event MON 88817 corn (OECD Unique Identifier: MON-88@17-3)
Guideline Reference Number Guideline Study Name MRID Nuinber Submitter Status Note
Ward, D. P.{2002). Public intercst Assessitent
Supporting Registration of Bacilfus turingiensis
Cry3Bbi Protcin and the Genetic Material (Vector
ZMIR 1 3L) Neeessary for its Production i MON 863,
WIA MSL-17766 ; 45653001 Monsanto Conparty OWN Benefits

Miller, D. {2000). Public intcrest Document Supporting
the Registration and Exemption front the' Requirement of
a Tolerance for the Plant-incorporated Proteetant,
Bacifluy vuringiensis Cry3Bb Protcin, and the Genetic
Material Neeessary for its Production in Cont (Veclors
ZMIRI12L, ZMIRI3L and ZMIR14L). Monsanle Ret,
NIA No. 90-781E 450297-01 Monsanto Company OWN Benefits

Adston, §. M., §. Hydc and M. C. Marra (2002}, An Ex
Ante Analysis of the Benelits from the Adopiion of
Mousanto’s Com Rootwoerm Resistant Vanctal

N/A Technology - YieldGard” Roolworm. MSL-17993 454923-01 Monsanto Company OWN Benefits

Vaughn, T. T., M. Pleau, R. Kiuison and T. Coombe
{2001}, Comparing the Efficacy ot MON 853 and MON
£63 to Three Com Rootworm Species, Northern Corn’
Rootwoim (Diabrotica barberi), Southers Com
Roctworm (0. yndecimpmictata frowidi), and Western
N/A Com Roolworm (. vivgifera virgifera). MTC RPT4 455382-08 Monsanto Comnpany OWN Benefits

Vanghn, T., D. Ward, J. Pershing, G. Head and J.
MeFergon (2004). An {nterim inscct Resistanee
Managemnent Plan for MON 863: A Transgonic Corn

NIA Rootworm Coutrof Product. MSL-17556 45577001 Monsanuto Company OWN Benefits/IRM
Signature Name and Title Date
See Page 1 for Signature J. Awstin Burns, Ph.D. June 1, 2011
o . Regulatory Affairs Manager
EPA Form 8570-35 {$-97) Electronic and Paper versions available. Submit only Paper version. Agency internal Use Copy
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<EPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

Washington, D.C. 20460

Form Approved OMB No. 2070-0080

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response lor registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this coliection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137}, U.5. Environmental Protection Agency,
401 M Street, S.W., Washington, OC 20480, Oo not send the form to lhis address.

DATA MATRIX

Daie: FJane 1, 2011

EPA Reg. No/File Symbol: 524-551

Papc 49 of 66

Applicant's/Registrant’s Name & Address:
Monsante Company, 800 N. Lindbergh Blvd., 8t. Louts, MO 63167

Product;

MON 83017

Ingredient 7.7, Cry3Bbl protein and the genetic material {vector ZMIR39) necessary for its produclion in event MON 88017 corn (OECD Unique Identifier; MON-88¢117-3)

Giuideline Reference Number

Guideline Study Name

MRID Ninnber

Submilicr

Slatus

Note

N/A

Vaughn, T.|2004). Propress Report on Inseet Resislance
Management for Corn Evenl MON 863,

451865-01

Monsailo Company

OWHN

IRM

N/A

Vaugln, T. (2001}, Prcliminary Results of Rescarch on
Inscet Resistance Manngemenl for a Transgenic Com
Reotworm Control Product,

453484-01

Mousanlo Company

OWN

IRM

NI

Head, G. and K. Roding. 12006). Com rootwonn luscel
Resistanee Management Rescarch | fourteen journal
pblicalions}

467424-01

Mousanto Company

OWN

18

NIA

Davis, ., G. tcad, 1. MeFerson cl. ak. (2000}, Insccl
Resistance Management for a Transgenic Com Roolworm
Conirett Product.

451568-05

Monsanto Conpany

OWN

1R M

N/A

Vaughn, T.{2003). Bstimating Cry3Bb I Resistaice
Allcle Frequeneies in Cor Rootworm Larvac Feeding on
MON 863. Monsaulo Ref. No. (3-CR-097E-4

459438-01

Monsante Company

OWN

IRM

Stgnature

See Page 1 for Signature

Name and Tile
1. Austin Burns, Ph.D.

Regulatory Affairs Manager

Date
June 1, 2011

EPA Form 8570-35 {9-97) Electronic and Paper versions available, Submit only Paper version.

Monsante Compatty

11-CR-192E-2R

Agency Internal Use Copy
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i Form Approved OMB No. 2070-0060
“E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this colleclion of information is eslimated o average 0.25 hours per response for registration aclivities and 0.25 hours per
response for reregistralion and special review aclivities, including time for reading the instructions and cormnpleting the necessary forms. Send comments regarding the burden eslimale or any
other aspect of this colleclion of information, including sudgestions for reducing the burden to: Director, OPPE Information Management Division (2137}, U.8. Environmental Protection Agency,
401 M Street, S.W., Washinglon, DC 20460. Do not send the form to this address.

DATA MATRIX

Date: June 1, 2011 EPA Reg. NoJ/File Symbel: 524-551 Page 50 of 66
Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., $t. Louis, MO 63167 Product:  MON 88017
ngredient B.¢. Cry3Bbl protein and the genelic material {vector ZMIR39) necessary for its production in event MON 88017 corn (OECD Unique fdentifier: MON-88¢3) 7-3)
Guideline Referciiec Number Guideline Study Name MRID Number Submitter Status Nole
T. Vaughn (2005). Sccond Progress Report on Inseet
Resistance Management for Com Event MON 863,
NIA REVISED N/A Muonsanto Company OWN IRM
Letter submiticd May 23, 2003 to EPA willl 12 rescarch
protocols on the biology and ceology of the com
NiA rootworm pesl complex. el NiA Monszanle Company OWN |RM
Vanghn, T. (2004). 2004 Progress Reporl for the Com
N/A Evenl MON 863 Resistance Monitoring Program. 462627-01 Monsante Company OWN IRM
Administrative Materials in Suppert of the Registration of
Bacilhws thuringiensiy Cry3Bb Protein and the Genetic |
Material (Vecter ZMIR 13L) Necessary for its Preduction
in Corn; and Amendment of the Previous Regnest for
Exemption from the Requircinent of a Telerance, - Telerance
N/A PP7F4888 451568-00 Monsanio Conpany OWN Excmplion
Pilacinski, W. P. and M. W. Taylor {1999). -
Administrative Malcrials in Support of the Registrarion of
the Plani-Expressed Protectant Baciflns thuringiensiy
Com Reetwoerm Cenlrol Protein, as Produeed in the Coni
{Zoa mayz, L.), and the Amendnient to the Previous
Request For Exemption frein the Requirement of a Tolerimce
NiA Tolerance, PP7F4888 449043-00 Mensanle Company OWN Excmplion
Signature Name and Title Date
See Page 1 for Signature I. Austin Burns, Ph.D. June 1, 2011
Regulatory Affairs Manager
EPA Form 8570-35 (9-87) Electronic and Paper versions available, Submil only Paper version, Agency Internal Use Copy
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P Form Approved OMB No, 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, SW.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review aclivities, including time lor reading the instruciions and compieting the necessary forms. Send comments regarding the burden estimate or any
other aspect of this coilection of information, including suggestions for reducing the burden to: Direclor, OPPE information Management Division (2137), U.S. Environmentai Proteciion Agency,
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX
Date: june |, 2011 EPA Reg. NoFile Symbol: 524-551 Page 51 of 66
Applicant’s/Registrant’'s Name & Address:
Monsante Company, 800 N. Lmdbergh Blvd,, St. Louis, MO 63167 Product: MON 88017
ingredient B.1. Cry3Bbl protein and the genetic matcrial (vector ZMIR39) necessary for its production in event MON 88017 corn (OECD Unique Identifier: MON-88017-3)
Guideling Reference Number Guidciine Study Name MRID Number Submitter Status Nolo

Petition for Excinption from the Requircment of a
Teleranee for Bacilius vhuringiensis Cryl, Cry2, and Cry3
Ciasses ol Protcins and the Genetie Material Necessary
for tie Production of These Proteins lix or On All Raw

Agncuitiural Commoditics Wien used as Plant-Pesticide Tolerance
N/A Active ingredients. \ PP 7FE4888 Monsaito Company OWN Excmption

McCoy, R L. and A, Stvanovich (2003). Bioinlormatics
Analysis of the CPd BPSPS Protcin Utiliziug the AD4,
B&S.1100 TOXINS and ALLPEPTIDES Databascs, MSL 18752 466361-0i Monsanto Company OWN Inert ingredicit

MeCoy, R.L. and A, Sivanovich (2005), Updated
Bioinformatics Evaluation ol the CP4 EPSPS Proicin
§85.1100 Utilizing the AD5 Databasc. MSLI9894 466361-02 Monsaitto Company DWN incrt ingredictt

Monsanto Company (1995). Submission ol Toxicology
Data in Support of a Tolerance Petition for CP4 EPSPS as
885.3050 a Plant Pesticide Formulation Inett Ingredicnt:
Transmittal of | Study. 436919-00 Monsanto Company OWN lneri ngredicnt

Harrison, L., M. Bailey, D. Nida, M. Tayler, L. iHolden
and S. Padgette {1993). Preparation and Confirmation of
Doses for an Acute Mousc Feeding Study With CP4

885.3050 EPSPS. Lab i'roject Numbers: 92-01-30-12: 92-419-71% 436919-01 Monsanio Company OWN incrt ingredicnt
Signature Name and Title Date
See Page 1 for Signature J. Austin Burns, Ph.D. June 1, 2011
Regulatory Affaits Manager
EPA Form 8570-35 {8-87) Electronic and Paper versions available. Submit only Paper version. Agency internai Use Copy
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& Form Approved OMB No. 2070-0060
\WE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notlce: The public reporting burden for this collection of information is eslimated 1o average 0.25 hours per response for registration aclivilies and 0.25 hours per
response for reregisiration and special review aclivilies, including time for reading the instruclions and completing the necessary forms. Send comments regarding the burden estimate or any

other aspect of this collection of information, including suggestions for reducing the burden to: Dirgctor, OPPE Information Management Division (2137), U.S. Environmental Protection Agency,
401 M Sireel, S.W., Washinglon, DC 20460. Do nol send lite form 1o this address.

DATA MATRIX

Date; June t, 281t EPA Reg, Noile Symbol: 524-351 Page 52 of 66
Applicant's/Registrant's Name & Address:

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product:  MON 88017

ingredient 5.7, Cry3Bb1 protein and the genelic materiat (vector ZMIR39) neccssary for its production in event MON §801t7 corn (OECD Unique Identifier: MON-880)17-3)

Guideline Referenee Number Guideline Study Name MU D Number Subniitter Status Note

Padgetie, 8., G. Barry, D. Re, [, Eichholtz, M, Weldon,
K. Kolacz and G. Kishore (1993}, Purification, Cloning,
and Charaecterization of a Highly Glypliosate-Tolerant 5-
cnolpyru¥yisitikimate-3-phosphate Synthase froin :

BR5.1100 Agrobocreringt sp. Strain CP4. MSL-12738 : 438076-01 Monsnnto Corppany OWN lnert tigredient
Bishop, B. (1993). Production of CP4 EPSP ina 100
Liter Reeombinant Ercherichio coli Fermentation. MSL-
885.1100 12189 438076-02 Monsanto Company OWN tuert Ingredicnt

Hecren, R., 8. Padgctie and M. Gusiatson {1993). The
Purification of Recombinant Excherighia coli CP4 5-
enolypyruvylshikimate-3-pliosphatce synthase for
8851100 Eguivalence Studics. MSL-12574 438076-03 Monsanlo Company OWN Incrt Ingredicnt

Monsanto Comparty (1995}, Submission of Product
Chemistry, Toxicology and Pesticide Fale in Animals
Oala in Support of the Excmption for the Requirenient of
a Petition for Tolerance for CP4 EPSPS, Transmittal of 4

N/A studigs. 436433-00 Monsante Comnpany OWN Inert Ingredicnt

Harrison, L., M. Bailey, R. Leimgruber, C. Smith, D,
Nida, M. Taylor, M. Gustafson, B. Heeren and S.
Padgette {1993}, Characterization of Microbially-
Expressed Protcin; CP4 EPSPS. Lab Project Number:

£83.1100 920130714 12901 436433-01 Monsanio Company OWN fnert fngredicnt
Signature Name and Title Date
See Page 1 for Signature J. Austin Burns, PhLD, June L, 2011
Regulatory Affairs Manager
EPA Form 8570-35 (9-97) Eleclronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
Monsanto Company : 11-CR-192E-2R Page 69 of 110
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Form Approved OME No. 2070-0060
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

<EPA

Paperwork Reductlon Act Notlce: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
respense lor reregistration and special review activilies, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this ¢ollection of information, including suggestions for reducing the burden to: Director, OFPPE Information Management Division (2137), U.8. Environmental Protection Agency,

401 M Street, S.W., Washington, DC 20460. Do not send the form to this address.,

DATA MATRIX

Date: June 1, 2011

EPA Reg. NoJtile Symbol: 524-551

Page 53 of 66

Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167

Product:

MON 88017

Ingredient B.7. Cry3Bb1 protein and the genetic material (vector ZMIR39) necessary for its production in event MON 88017 com (OECD Unique Identifier: MON-880317-3)

Girideline Reference Nivmber

Guideline Study Namce

MRID Number

Snbmitter

Status

Notc

§85.1100

Lee, T., M. Bailey, C. Smith, §. Zeng, E. Elswick and P
Sanders (1995). Assessment of the Equivalenee of CP4
EPSPS Protein Produced m Escherichia coli and
Buropean Comn Borer Resistant Com. Lab Project
Number: 94-01-39-10: MSL-13920

436433-02

Monsante Company

OWN

Inert Ingrediont

885.305(

Naylor, M. (1993). Acutc Oral Toxicity Study of CP4
EPSPS in Albine Micc. Lab Project Number: 92223

436433-03

Monsanto Company

OWN

Inert Ingredicnt

885.1100

Ream, J., M. Bailey, J. Leach and 8, Pangetic (1993).
Assessment of the in vitro Digestive Fate of CP4 EPSPS
Synthasc. Lab Project Number: 92-01-30-15: 12949

436433-04

Monsanto Company

OWN

incrt Ingredient

N/A

Revisions and Clarification to the Terms & Corditions of
Regtstration for Com Event MON 863 and YieldGard®
Plus Com; Progress Report on Multiple IRM-Related
Activitics for MON 863; and Response to EPA Letter
Dated August 13, 2004, Submilted 7/7/2005,

N/A

Monsanto Compary

OWN

Tenns &
Contlitions

NIA

Sicgfricd, B. and T. Spencer (2003). Susceptibility of
Neonate Rootworm Larvac to the Cry3Bbl Toxin from
Bocillus thuringinesis. This report satisfics the nscet
Monitoring Terms & Conditions,

467259-01

Monsanto Company

OWN

Terms &
Conditions

Signature

See Page 1 for Signature

Name and T'itle
J. Auvstin Burns, Ph.D.
Regulatory Affairs Manager

Date
June 1, 2011

ERA Form 8570-35 (9-97) Eleclronic and Paper versions available. Submit only Paper version.

Monsanto Company

11-CR-192E-2R

Agency Internal Use Copy

Page 70 of 110
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SEPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notlce: The public reporting burden for Lhis collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and speclal review activilles, including time for reading the instruclions and completing the necessary forms. Send comments regarding the burden eslimate or any
other aspect of this collection of informalion, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency,
40f M Street, S.W., Washington, DG 20480. Do not send the form to this address.

DATA MATRIX

Date: June 1, 2011

EPA Reg. NoJFile Symbol: 68467-5

Pagc 54 of 66

Applicant's/Registzant's Name & Address;
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167

Product: Herculex® RW Insect Protection

Ingredient  B.r. Cry34Abl and Cry35Ab1 Insecticidal Crystal protein and the genetic material necessary for its production (plasmid insert PHP17662) in corn (OBCD Identificr: DAS-

59122.7y
Guideline Refercnec Number Guideline Study Name MRLZ Nuraber Submiiter Stans Note
Produet cloracterization data for Baciffns #uwingiensis
PS14981 13.6 kDa and 43.8 kIXa insceticidal crysial
prolcins cxpressed in tmnsgenic maize planis 45242201 68467 PER
Equivalency of microbial and maize-expressed PS14981
proteins _ <A 45242203 68467 PER
Microbial PS149B 1 Binary Delta-Endotoxin: Maize-
Insect-Pest Susceptibility Swidy 45242204 68467 PER
Comparison of thic Amino Acid Seqiience of thic Baciffus
thuringiensis Strain PS 14981 13,6 kDa and 43.8 kDa
Insecricidal Crystal Proteins to Known Prolein Allergens 45242205 68467 PER
Cliaracterization of Pserefomonas produced and
transgenic maize expressed plosplinotlricin
acctyltransierase (PAT) proiein 45242206 68467 PER
PS14981 14 KDA Protein: Acute Oral Toxicily Study i
CD-1 Mice 45242207 68467 PER
Signature ) Name and Tille Date
See Page 1 for Signature . Austin Bumns, PhLD. June 1, 2011
Regulatory Affairs Manager

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version.

Monsanlo Company

11-CR-192E-2R

Agency Internal Use Copy
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SEPA

Form Approved OMRE No, 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notlce: The public reporting burden for this collection of information is estimated to average 0,25 hours per response for regisiration activities and 0.25 hours per
response for reregistrafion and special revlew activifies, including fime for reading the instruclions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspes! of this colleclion of informatlon, including suggeslions for reducing lhe burden to: Director, OPPE Information Management Division (2137), U.8. Environmental Protection Agency,
401 M Slreet, S.W., Washington, DC 20460, Do not send lhe form to lhis address.

DATA MATRIX

Date: June 1, 2011

EPA Reg. No./File Symbol: 68467-3

Page 55 of 66

Applicant’s/Registrant's Nome & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167

Product: Hereulex® RW nsect Protection

lngredient  B.2. Cry34Abl and Cry35Abl Inscclicidal Cryslal prolein and lhe genetic malerial neccssary for ils production (plasmid insert PHPt7662) in corn (OECD Identifier: DAS-

59122-7)
Gridcline Referenee Number Guideline Study Name MRID Number Submitter Status Note
PS149B1 44 KDA Prolein: Acute Oral Toxicity Study in
CB-1 Micc 45242208 63467 PER
PS149B1 14 KDA and 44 KDA Protcius; Acutc Oral -
Toxieity study in CH-1 Micc j 45242209 684467 PER
PS149B 1 Binary Insceticidol Crystal Protein: A Dictary
Toxicity Study willi the Ladybird Beetle 45242210 68467 PER
The Tri-Tropliic Interaction Between PS149B1
Transformed Maize, Com Leaf Aphid and Ladybird
Bectle 45242211 68467 PER
In Vitro Digestibilily of PS149B1 Proteins 45242212 68467 PER
Quantitative EL1SA analysis of PS14981 prolcin
expression levels in hybrid and inbred lines of maizc
cvent TC5632 (interim repost} 45242213 68467 PER
Signature Name and Title Date
Sce Page 1 for Signature I. Auslin Bums, Ph.D. June 1, 2011
Regulatory Affairs Managet

EPA Form 8570-35 {9-97) Electronic and Paper versions available. Submit only Paper version.

Monsanto Company

Agency Internal Use Copy

11-CR-192E-2R
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~ Form Approved CMB No. 2070-0060
\-,E pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washinaton, D.C. 20460

Paperwork Reductlon Act Notice: The public reporting burden for this colleclion of information is estimated to average 0,25 hours per response for registration activilies and 0,25 hours per
response for reregistralion and special review aclivifies, including lime for reading the instructions and compleling the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Birector, OPPE Information Management Division (2137), U.S. Environmental Prolecllon Agency,
401 M Street, 8.W,, Washinglon, DC 20480. Do not send the form to this address.

DATA MATRIX

Date: June 1, 201t EPA Reg. NoJTile Symbol: 68467-5 Pagc 56 of 66
Applicant’sfRegisirant's Name & Address:
Monsante Company, 800 N. Lindbergh Bivd., St. Louis, MO 63167 Product:  Herculex® RW Jfusect Protection

Ingredient .z, Cry34Abl and Cry35Ab1 Insecticidal Crystal protein and the genetic material necessary for its production (plasmid insen PHP17662) in com (QECD Kdentifier: DAS-
59122-7)

Guideline Reference Number Guideline Study Name MRD Number Submitter Status Note

Degradation of Microbial Binary P$149B1 Delta-
Endatoxin in a Representative Soil from the Mid-Westem
USA Maize-Grawing Regian B 45242214 68467 PER

Preduct durability plan for Iransgenle maize bxprc%sing
insceticidal erystal protein from Bacithes tfmringiensis
steain PS 14981 during the cxperimental usc period 45242215 68467 PER

Ficld cfficacy of FS149B1 maize cvents against com

rootworms : 45242216 68467 PER
Microbial PS149B 1 Binary Inseeticklal Crystal Protcin,
Pollen Expressing PS 14981 Binary Insecticidal Crystal
Protein, and Individual PS14981 14kDa and 44 kDa
Insceticidal Crystal Proleins 45340701 63467 PER
Thermolability af PS 1498 | Binaty Delta-Endoloxin 45358401 68467 PER
PS1498B Ibinary isccticidal erystal protein: Acute toxicity
study to the carthwoim in an attificizl substrate 45360201 63467 PER
Signature Name and Title Date
See Page 1 for Signature J. Austin Burus, PLD. June 1, 2011
Regulatory Affairs Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
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o Form Approved OMB No. 2070-006(
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washingto , D.C. 20460

Paperwork Reduction Act Notlce: The public reporting burden for this collection of informalion is estimated 1o average 0,25 hours per response for registration activilies and 0,25 hours per
response for reregistration and special review acivilies, including fime for reading Lhe inslructlons and complellng lhe necessary forms. Send comments regarding the burden estimale or any
other aspeci of this collection of information, including suggestions for reducing the burden lo: Director, OPPE Information Management Division {2137}, U.S, Environmenlal Proleclion Agency,
401 M Streel, S.W., Washinglon, DC 20460, Do not send the torm o this address.

DATA MATRIX

Date: hune |, 2011 EPA Reg. No/File Symbal: 68467-5 Pape 57 of 66
Applicant's/Registrant’s Name & Address:
Monsante Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product:  Herculex® RW Insect Profection

Inpredient  B.t. Cry34Ab1 and Cry35Abl Insecticidal Crystal protein and [lic genetic material necessary for its production (plasimid insert PHP17662) in corn (OBECD Identificr: DAS-
59122-7}

Guideline Referenee Wumber Guideline Study Nome MRID Number Submitter Status Nate

Lateral flow test kit method validation For lhe detection of
the PSI49B1 14 kDn and 44 kDe protein in maize grain 45383401 68467 PER

Heat lability of individual proteins of the PS_I49BI binary

ICP . 45584501 68467 PER
tn Vitro Silnllhtcd Gaslric Fluid Digestibility Study of
Mierobially Derived Cry34Ab| Protein 45584502 68467 PER

Charaeterization of Cry34Abl and Cry35Ab1 from
Recombinant Prendomonas fluorescens and Transgenic
Maize 45790401 68467 PER

Characterization of DNA Inserted inlo Transgenie Camn
Events (Cry34Abt and Cry35Abl) : 45790402 68467 PER

PS149B | Binary Insceticidal Crystal Protein: An 8-Day
Dictary Study with the Rainbow Trout, Oncorhynchis
mykiss, Walbaum 45790403 68467 PER

PS149B1 Binary Insccticidal Crystzal Prolcin: An Acute

Toxicity Study with the Doplinid, Daphria magna Straus 45790404 68467 PER
Signature Name and Title Date
Sec Page 1 for Signature I Austin Bums, Ph.D. June 1, 2011
Regulatory Affairs Manager
EPA Form 8570-35 (9-97) Eleclronic and Paper versions avallable. Submit only Paper version. Agency Internal Use Copy
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SEPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

Washington, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimaled to averags 0.25 hours per response for regislration activities and 0.25 hours per
response for reregislration and special review activities, including time for reading the instruclions and completing the necassary forms. Send comments regarding the buiden estimate or any
olher aspect of this colleclion of Information, including suggeslions for reducing the burden to: Director, OPPE information Management Division (2137), U.S. Envirenmental Protection Agency,
401 M Slreet, 5.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Date: June 1, 200t

EPA Reg, NoJFile Symbol; 68467-5

Page 58 of 66

Applicant's/Repistrant’s Mame & Address:
Monsanto Company, 800 N. Lindbergh Blvd., 8t. Louis, MO 63 (67

Product:

Heraitlex® RW nsecl Protection

59122-1)

ngredient  B.2. Cry34Ab1 and Cry35AD] Insceticidal Crystal protein and the genelic material necessary for its production (plasmid insert PHP17662) in cor (OECD Identifier: DAS-

Guideline Reference Number

Guigeline Study Name

MRID Number

Submitter

Status

Note

PS149B1 Binary tnsccticidal Crystal Protein: Dictary
Toxicity to Parasitic liymenopiern (Masouwia virripennis)

45790405

08467

PER

Assessment of Chronic Toxicily of Dict Containing
Bacillus thuringiensis PS149B| tnsccticidat Ceystnl
Protein te Collembola (Fefsomia canditla)

45790406

68467

PER

PS149B1 Insceticidal Crystal Protein: Diclary Toxicity to
Green Lacewing Larvac (Chiysoperla carnea)

45790407

68467

PER

SDS-PAGE Seusilivity Analysis for Cry35Abl in Suppoit
of the Simulated Gastric Fluid Digestion Study
MRID#45242212

45790408

68467

PER

Trait Durability and Experimental Usc of Transgenic
Maize Expressing the Inseeticidal Crystalline Proleins
Cry34Abl and Cry35abl

45790509

68467

PER

Ficld Efficacy of Cry34Ab L/Cry35Ab1 Maize Evens
Agoinst Corn Rootworms

45790410

68467

PER

Prodnet characterization data for Racitls tniringicnris
Cry34Abl and Cry35AbI proteins expressed in
transpenic maize plants (PHP17658)

45790301

68467

PER.

Product Characienzation Dato for Bacillus thoringiensiz
Cry3dAbl and Cry35Ab1 Protcing Expressed in
Transpenic Maize Plants (PHP17662)

45790601

68467

PER

Stgnature

See Page 1 for Signature

Name and Title
J. Austin Bums, Ple.D.
Regulatory Affairs Manager

Date

June 1, 2011

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version,

Monsanto Company

11-CR-192E-2R

Agency Internal Use Copy

Page ?SQBHO




e

<EPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

461 M Street, S.W,

Washingtin, D.C. 20460

Form Anproved OMB No. 2070-0060

Paperwork Reduction Act Notlce: The public reporting burden for this collaction of information is estimated to average 0.25 hours per response for registration activities and 4.25 hours per
response for reregistration and special review activities, including time for reading the instructions and complefing the necessary forms. Send cormmments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), 1..S. Environmental Protection Agency,
401 M Street, S.W.. Washington, DC 20480. Do not send the form lo this address,

DATA MATRIX

Date: June 1, 2011

EPA Reg. No/Fite Symbot: 63467-5

Page 39 of 66

Applicant's/Registrant’s Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167

Product:

Herculex® RW fnsect Protection

tngrediemt  B.i. Cry34Abl and Cry35AbI1 Inscoticidal Cryslal protein and the genctic materigl necessary for its production {plasmid inscrt PHP 17662) in corn (OECD Identifier: DAS-

50122-7)
Guideting Reference Number CGuideline Siudy Naime MRID Nwnmber Submilter Status Note
Summary of Heat Lability Studics will
Cry34Ab L/Cry35AbL 45808601 68467 ER
Quantiiative ELISA anatysis of Cry34Ab1 and Cry35Ab1
proteins expressed i maize ptants transformed with the
veelor PHPE7658 : 45833101 63467 PER
Quantitative ELISA anatysis of Cry34Abt and Cry35AbI
proteins expressed in maize ptants fransformed willt the
veetor PHP 17662 45833102 68467 PER
Quantitative ELISA Analysis of Cry34Ab1 and
Cry35Abt Proteing Expressed in Maize Plants
Transformed with the Yector PHP 17662 45833201 68467 PER
Stide Presemation Snmmarizing Cry34 AbLFCry35AbL
tteat tnaclivation Studics. 45860201 68467 PER
Prabe MOA studies to assess potentiat for protein
synthicsis inhibition by Baciffus thuringierisis PSt49B1
Cry34AbI/Cry35Ab( proteins in rabbit reticulocyte
assay: Re-examination of lab noichook data 45942801 68467 PER
Prednct characterization dala for Baciffus thiringiensis
Cry34Abt and Cry35Ab| proleins cxpressed in
transgenic maize plants (PHP17662) 4603000t 68467 PER
tndependenl Laboratory Validation Pioncer Hi-Bred
taternational, the. ELISA Method for the Quantitification
of Cry34Ab 1 Protein from Transgenic Plants 46123901 68467 PER
tndependent Laboratory Vatidation of Dow AgroScicnees
Metliod GRM 03.t3, "Determination of Cry35Abt
tnsecticidat Cryslat Protein in Maize Tisshe by Enzyme-
Linked tmmunosorbent Assay” 46123902 68467 PER
Signature . Name and Title Date
See Page 1 for Signature J. Austin Bums, Ph.D, June 1, 2011
Regulatory Affairs Manager

EPRA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version.

Monsante Company

11-CR-192E-2R

Agency tnternal Use Copy

Page 7626',} 10




“EPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Streef, S.W.

Washington, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reductlon Act Notlce: The public reporting burden 1or this collection of information is eslimated 1o average 0.25 hours per response for registrallon activities and 0.25 hours per
response for reregistration and special review aclivilies, including lime for reading Lhe inslnictions and compleling the necessary forms. Send comments regarding the burden estimate or any
aother aspect of this collection of inlormation, including suggestions for reducing the burden lo: Birector, OPPE Inlormation Management Division (2137), U.S. Environmenlal Proteclion Agency,
401 M Street, 8.W.. Washinglon, BC 20460, Do not send the form to this address.

DATA MATRIX

Date: June 1,201 1

EPA Reg. No/File Symbal: §8467-5

Page 60 of 66

Applicant's/Registrant's Name & Address:
Meonsanto Company, 800 N. Lindbergh Bivd., St. Louis, MO 63167

Produet:

Herculex® RW insect Profection

59122-7)

Ingredicnt  B.t. Cry34Abl and Cry35Ab! Insecticidal Crystal protein and the genctic material neeessary for its production {plasmid insert PHP17662) i com {OECD Identificr: DAS-

Guideline Reference Number

Guideline Study Name

MRID Number

Submitter

Status

Notg

Cry34/35 Protein Distribution and Familiarity

46123903

68467

PER

Agronomic Charaeteristics, Quantitative ELISA and
Nutricnt Composition Anolysis of Hybrid Maize Lines
Containing Cry34Abt, Cry35Ab1 and PAT Genes: Clile
Locations . :

46123904

68467

PER

Biological cquivalency of Cry34/35Ab1 insceticidal
crystal proicin in transgenic plants and derived from
transgenic Psendomonar fhroreseens

46123905

68467

PER

Characterization of Cry34Abl and Cry35Abt Protcing
Derived from Transgenic Maize cvent B4497 59.1 22
(DAS-59122-7)

46123906

68467

PER

Claracterization of Phosopltinotlrigin Acctyltransferase
(PAT) Derived from Transgenic Maize Event
E4497 59.1.22

46123907

68467

PER

Cliaracterization of DNA Inseried into Transgenic Corn
Evenls DAS-45216-6 and DAS-59122-7

46123908

68467

PER

Stgnature

Sec Page 1 for Signature

Namg and Tit)e
1. Austin Bumns, Ph.D.
Regulatory Affairs Manager

Date

June 1, 2011

EPA Form 8570-35 {9-97) Eleclronic and Paper versions available, Submit only Paper version.

Monsanlo Company

i {-CR-192E-2R

Agency Internal Use Copy
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& Form Approved OMB No. 2070-0060
“E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reductlon Act Notice: The public reporiing burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregisiration and special review activifies, including fime for reading the instructions and complefing the necessary forms. Send comments regarding the burden estimatle or any
other aspect of this collectlon of information, including suggestions for reducing the burden to: Director, OPPE Information Management Divislon (2137), U.S. Environmentat Protection Agency,
40t M Street, 8.W,, Washington, DC 20460. Do not send the form o this address,

DATA MATRIX
Date: June I, 2011 EPA Reg. NoJFile Symbol: 68467.5 Page 61 of 66
Applicant's/Registrant's Name & Address:
Monsanio Company, 800 N. Lindbergh Blvd., S§t. Louis, MO 63167 Produel: Herculex® RW fusect Protection

tngredient Bt Cry34Abl and Cry35AbI Insecticidal Crystal protein and the genetic material necessary for its production {plasmid ingsert PHP17662) in com (OECD Tdentifier: DAS-
59122-7)

Guidclinc Refercnec Number Guideline Sty Name . MRID Number Submilier Staws Nole

Detailed characlerization of DNA inscricd inlo transgenic
corn ¢vents DAS-45216-6 and DAS-59122-7 46123909 68467 PER

Evaluation of microbe derived Cry34Abt and Cry35Abl
proleins for proicin syniliesis inhibilion activity 46123910 68467 PER

Nutritionat Equivalency Sludy of Maize Conlaining
Cry34Abl and Cry35AB1: Poullsy Feeding Study 46123911 68467 PER

The cffect of Cry34Ab1/Cry35AbI proigins on lhe
devetopment and monality of the Ladybird beetic
Colemegilla proemlata DeGeer 46123912 68467 PER

Non-targel invertcbraie Ecological Risk Assessment for
Field Com Expressing Cry34Abt and Cry35Ab1
tnsceticidal Crysial Proleins in Event DAS-591227 46123913 634567 PER

Evaluation of the impacl of com rootworm conlrol

sirategics on non-largel arthropods 46123914 68467 PER
Signature Name and Tille Date
See Page 1 for Signature J. Austin Burns, Ph.D. June 1, 2011
Regulatory Affairs Manag,i
EPA Form B570-35 {9-97) Electronic and Paper verslons available. Submit only Paper version. Agency internal Use Copy

Monsanlo Company 11-CR-192E-2R Page 78 56 él{]
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Form Approved OMB No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.

Washington, D.C. 20460

Paperwork Reduction Act Notice: The publlc reporting burden lor this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistrafion and special review activilies, including fime for reading the instructions and completing the necessary forms. Send comments regarding the burden estimale or any
olher agpect of Lhis collectlon of informalton, including suggeslions for reducing the burden to: Director, OPPE Information Management Division {2137), U.S. Environmental Protection Agency,
401 M Stresl, S.W., Washington, DC 20460. Do not send the form to thls address,

DATA MATRIX

Date: June 1, 2011

EPA Reg. NoJ/Filc Symbol: 68467-3

Page 62 of 66

Applicant’s/Repistrant’s Namc & Address;
Monsanto Company, 800 N. Lindberglt Blvd,, §t. Louis, MO 63167

Product:  Herculex® RW fnsect Protection

tngredient  B.2. Cry34Abl and Cry35Ab1 Insecticidal Crystal protcin and the genetic material nccessary for its production {plasmid insert PHP17662) in corn ({OECD Identifier: DAS-

39122-7)
Guideline Referenee Number Guideline Study Name MRID Number Submitter Status Note
Investigations into Dosc of Cry34Ab1/Cry35Ab1 -
Rootwormn-Resistant Maize Evert DAS-59122-7 Apainst
Western and porthern Com Rootworms in Support of
Trait Durability Plans 46123015 63467 PER
Effcet on Westim Corn Rootworm Adults of Feeding on
Cry34/35Ab1-Com Rootworm Protected Com Tissuc and
Implications for Product Durability 46123916 63467 PER
Evaluation of cndangered/threatened inscct speeies
relative o the use of Cry34Ab/Cry35Ab1 com rootworm-
resistant maize liybrids 46123917 68467 PER
Trait Durability Plan for Cry34/35 Com Rootworm
Proteeted com Event DAS-59122-7 Following
Commercialization 46123918 68467 PER
Simmlations of Com Rootworm Adaptation to Cry34/35
Com Rootworm Proteeted Com in Support of Trait
Durability Plans for Event DAS-59122-7 46123919 68467 PER
Digestion of Allergenic and Non-Allergenic Proteins in
Simulated Gasirie Fluid 46123920 68467 PER
Signature Name and Title Date
See Page 1 for Signature J. Austin Burns, Ph.D. June I, 2011
Regulatory Affairs Manager

Monsanto Company

EPA Form 8570-35 {9-97) Eleclronic and Paper versions available. Submil only Paper version.

AgencyInternal Use Copy

11-CR-192E-2R
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<EPA

Form Approved OMB No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.

Washington, D.C. 20460

Paperwork Reductton Act Notice: The public reporting burden for this collaclion of information is estimated to average 0.25 hours per response for registration aclivities and 0.25 hours per
res ponse for reregistration and special review activilies, including time for reading the instructions and completing the necessary forms. Send cormments regarding the burden eslimate or any
othar aspect of thls collection of information, including suggestions for reducing the burden to: Director, OPPE Informalion Management Division {2137}, U.S. Environmental Prolection Agency,
401 M Street, 8.W.. Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Date: Junc 1, 2011

EPA Reg, No./Filc Symbol: 68467-5

Papc 63 of 66

Applicant's/Registrant’s Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., 8t. Louis, MO 63167

Product: Herculex® RW Insect Proteciion

tnpredicnt  B.4, Cry34Abl and Cry35Abl Insccticidal Crystal protein and the genetic material necessary for its production (plasmid insert PFHP17662) in corn (OECD Ideidifier: DAS-

59122-7}
Guidctine Referenee Number Guideline Study Name MRID Number Subimiticr Stalus Noig
Public Interest Document for Cry34/35Ab1 Com
Rootworm-Protected Com 46123921 68467 PER
tnvestipation of Potemial tnteraction between CrytF and
the Binary Cry34Ab1/Cry35A0L1 Protcins 46343806 68467 PER
Digestion cfficicncy of atlerpens and non-atlergens in
simulated gastric Auid: Hacilfus mhoringicnsis Cry
34/35Abt construel PHEPEZ662 46388601 6R4AG7 PER
Lack of Cry34Ab Cry3SAb| co-mssocialion in solution 46556801 68467 PER
Evalnation of The Sequence Similarilics of the Cry3dAbl,
ery35Abt, and PAT Protins 1o the Pubtic Protein
Sequence Datasels 46584701 68467 PER
Summary reporl of a carabid becile laboratory toxicity
smdy using Cry34Ab1 and Cry35Ab1 inctuding copics of
refereneces 46714101 68467 PER
Signature ) Name and Title Date
See Page 1 for Signature J. Austin Burns, PhD. June 1, 2011
Regtilatory Affairs Manager

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version.

Monsanio Company

Agency Internal Use Copy

11-CR-192E-2R
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P Form Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washingion, D.C. 20460

Paperwork Reductlon Act Notice: The public reporting burden for this ceollection of information is estimated to average (.25 hours per response for registralion activilies and 0.25 hours per
response for reregistration and special review activities, including lime for reading the inslructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Direclor, CPPE Information Management Division {2137}, U.S. Environmenlal Prolection Agency,
401 M Street, S.W., Washinglon, DC 20460. Do not send the form to this address.

DATA MATRIX

Dale: June t, 2011 EPA Reg, NoJ/Filc Symbol; 68467-5 Page 64 of 66
Applicant's/Regisiranl’s Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., 8t. Louis, MO 63167 Product: Herculex® RW insect Profection

mgredient  B.r. Cry34Abt and Cry35AbI Insecticidal Crystal protein and the genetic material necessary for its production (plasmid insert PHP 7662} in com (OECD Identifier: DAS-
50122-7)

Guideline Reference Number Guideline Study Name MRD Number Submitter Slalus Nole

Preliminary resistance monitoring plen for Cry34/35Ab¢
com cvent DAS-59122-7 46769201 68467 PER

.

Detailed resistanec moniloring plan for Cry3¢f!35Abt
com cvenl DAS-59122-7 : 47334201 68467 PER

Evaluation of polentizl diclary cffeels of Cry34/35Abl
prolein on insidious flower bugs, Orins insidiosus
{Hemiplera: Anthoeoridac) 47436701 68467 PER

Moniloring com roolwormn susceplibility lo Cry34/35Abl
cvenl DAS-59122-7: 2007 inscel colleglions 47522501 63467 PER

Three-Year Field Moniloriug of Cry34/35Ab1 and CrylF
x Cry34/35Ab1 Maize Hybrids for Nontarget Anlropod
Effects 47870301 68467 PER

Moniloring com roolworm susceplibility lo Cry34/35Ab}

evenl DAS-59122-7; 2008 inseci eollcclions 47900801 68467 PER
Signature ’ Name and Title Date
Sce Page 1 for Signature J. Austin Burns, Ph.D. June [, 2011
Regulatory Affairs Manager
EPA Form 8570-35 {9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
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~ Form Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washingten, D.C. 20460

Paperwork Reduction Act Notlce: The public reporting burden for this coltection of Information is estimaled lo average 0.25 hours per response for registration activittes and 0.25 hours per
response for reregistrallon ard special review aclivities, including time for reading the inslructions and completing the necessary forms. Send comments regarding the burden estimale or any
other aspect of lhis calleclion of information, including suggestions for reducing the burden to: Direclor, OPPE Information Manragement Divislon (2137}, U.S. Environmenlal Proleclior Agency,
401 M Streel, 8.W., Washinglon, DC 20460. Do not send 1he form lo {his address,

DATA MATRIX

Date: Jure 10, 2011 EPA Reg. No./File Symbol: 68467-5 Page 63 of 66
Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd,, St. Louis, MO 63167 Product; Herculex® RW Insect Profection

Ingredient  B.L Cry34Abl and Cry35Abl Insecticidal Crystal prolein and the genetic material necessary for its production {plasmid insert PHP17662) in comn (OECD Hentifier: DAS-
59122-7)

Guideling Referenee Number Guideline Study Name MRID Number Submittcr Status Note

Soit accunulation of Cry34Abt and Cry35Abt proteins
after three vears of eropping with DAS-52122-7 com 47959501 6R467 PER

trvestipating Performance of Herculex ™ RW ey
Herculex™ XTRA Under Commercial Use : 48045501 68467 PER

Monitoring Com Rootworm Susceptibility to -
Cry34/35AbL Event DAS-59122-7: 2009 Growing
Season 48279701 68467 PER

2010 Insect Resistance Management Compliznce
Assurance Program for Com Borer Proteeted Bt Com,
Com Rootworm Protected Bt Com, and Com Borer/Com

Rootworm-Protected Stacked Bt Com 48375001 58467 PER
Signature \ Name and Title Date
Sec Page 1 for Signature J. Austin Bums, Ph.D, June 1, 2011
_ Regulatory Affairs Manager
EPA Form 8570-35 {9-07) Eleclronic and Paper versions available. Submil only Paper version. Agency Internal Use Copy
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SEPA

Form Approved OMB No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Streef, S.W.
Washington' D.C. 20460

Paperwork Reduclion Act Notice: The public reporting burden for this collection of Information Is estimated to average 0.25 hours per response for registration activilies and 0.25 hours per
response for reregistration and special review adivities, including time for reading the Instructions and compteting the necessary forms. Send comments regarding the burden estimate or any
other aspect ol this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), U.S. Envitonmentat Protection Agency,
401 M Streel, S W., Washington, DC 20460, Do not send the form lo this address.

DATA MATRIX

Date: June 10, 20t t

EPA Reg. No./Fite Symbot: 68467-5

Pape 66 of 66

Applicant's/Registrant’s Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167

Product: Herculex® RW Insect Protection

Ingredient  B.t Cry34Abt and Cry35Abt Insecticidat Crystat protein and the genetie material necessary for its production (plasmid inscrt PHI'1 7662} in corn (OECD Identifier: DAS-

59122-7)
Goideline Reference Number Guidetine Study Name MRID Number Submitter Status Note
Enhanced Inscet Resistancee Management Compliance
Assurance Program for Com Borer Protected Bt Camn,
Corn Rootworm Protected Bt Corn, and Comn Boret/Com .
Rootworm-Protected Stacked Bt Corn 4837580t 68467 PER
Revised Guidelines for Evaluating Unexpected Com -
Rootworm Damage in Herculex® RW and Hercutex®
XTRA . 4843070t 68467 PER
Signature Name and Title Date
See Page 1 for Signature I. Austin Burns, Ph.D. June 1, 2011
Regulatory Affairs Manager

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submil only Paper version,

Monsanto Company

Agency internal Use Copy
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SUMMARY OF THE APPLICATION

The subject of this application is for the registration extension of MON 89034 x TCI1507 x
MON 88017 x DAS-59122-7 Insect Protected, Herbicide-Tolerant Corn (Genuity®
SmartStax® RIB Complete™; EPA Reg. No. 524-595).

Genuity® SmartStax® RIB Complete™ was conditionally registered on April 8, 2011. The
initial time-limited registration expires on October 31, 2011. This current application request
1s to extend EPA Reg. No. 524-595 for a period of two years beyond the current expiration
date based on the EPA’s registration decision in the BRAD for this product (EPA Docket ID
EPA-HQ-OPP-2011-0362-0002, Aprii 8, 2011; p27). A subsequent registration extension
will be requested at that time, based on the revised registration duration scheme for PIP
products representing reduced risk for developing insect resistance (Optimum® AcreMax™
B.t. Corn Seed Blends BRAD; August 4, 2010; pl9). An updated data matrix is being
supplied with this application. With the exception of the revised label to incorporate bag-tag
language suitable for both the corn- and cotton-growing areas as required under the current
terms and conditions, no other changes are being requested to the registration conditions as
part of this registration extension request.

" RIB Complete is a trademark of Monsanto Technology, LLC.
® Genuity and SmartStax are regislered trademarks of Monsanlo Technology, LLC.
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PRODUCT LABEL

The subject of this application is for MON 89034 x TC1507 x MON 88017 x DAS-59122-7
RIB Complete™. No substantive changes to the label for MON 89034 x TCI1507 x
MON 88017 x DAS-59122-7 Insect-Protected, Herbicide-Tolerant Corn in EPA Reg. No.
524-595, as updated Aprit §, 2011, are being requested. The patent numbers have been
updated. Five copies of the proposed label for the registration of MON 89034 x TCI507 X
MON 88017 x DAS-59122-7 RIB Complete™ are attached.
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Planl-Incorporaled Proteclant Label

MON 89034 x TC1507 x MON 88017 x DAS-59122-7
RIB Complete™

Insect-Protected, Herbicide-Tolerant Corn
(Alternate Brand Name: Genuity® SmartStax® RIB Complete™)}
(OECD Unique identifier: MON-89@34-3 x DAS-A31507-1 %
MON-88@17-3 x DAS-59122-7)

Active Ingredients:

Bacillus thuringiensis Cryl1 A.105 protein and the genetic material (vector PV-ZMIR245)

necessary for its production in corn event MON 89034 (OECD Unique Identifier: MON-89%334-3)
e £0.0026%*

Bacillus thuringiensis Cry2Ab2 protein and the genetic material (vector PV-ZMIR245)
necessary for its production in corn event MON 89034 (OECD Unique Identifier: MON-89034-3)
............................................................................................................................. < 0.0053%*

Bacillus thuringiensis CrylF protein and the genetic material (vector PHP8999) necessary
for its production in corn event TC1507 (OECD Unique Identifier: DAS- @1507-1).. < 0.0012%*

Bacillus thuringiensis Cry3Bb] protein and the genetic material (vector PV-ZMIR39)
necessary for its production in corn event MON 88017 (OECD Unique Identifier: MON-88@17-3)
v £ 0,0079%*

Bacillus thuringiensis Cry34Abl protein and the genetic material (vector PHP17662)
necessary for its production in corn event DAS-59122-7 (OECD Unique Identifier: DAS-59122-7)
: e £0.0194%*

Bacillus thuringiensis Cry35Abl prbfeih and the genetic material (vector PHP17662)
necessary for its production in corn event DAS-59122-7 (OECD Unique Identifier: DAS-59122-7)
. e £0.0042%*

Other Ingredients:

CP4 EPSPS protein (5-enolpyruvylshikimate-3-phosphate synthase) and the genetic material
(vector PV-ZMIR39) necessary for its production in corn event MON 88017
............................................................................................................................. < 0.0052%%*

PAT protein (phosphinothricin acety] transferase) and the genetic material (vectors
PHP17662 and PHP8999) necessary for its production in corm events TC1507 and

LV DL I 2 0T s oescustcin simssissonsssiss s a5 5 AN S35 SRR A SRS SR A AR <0.00045%*
*Maximum percent (wt/wt) of dry forage

1 Genuity® SmartStax® RIB Complete™ seed with this refuge configuration contains 95%
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 mixed with at least 5% non-Bt corn
within a single lot of seed.

Monsanto Company 11-CR-192E-2R Page 86 0f 110
211



KEEP OUT OF REACH OF CHILDREN

CAUTION
NET CONTENTS

EPA Registration No. 524-595
EPA Establishment No. 524-MO-002

Monsanto Company
800 North Lindbergh Blvd.
St. Louis, MO 63167

DIRECTIONS FOR USE

It is a violation of Federal law to use this product in any manner inconsistent with its
labeling. This product must be used as specified in the terms and conditions of the
registration.

This product may be combined or produced through conventional breeding with other
registered plant-incorporated protectants that are similarly approved for use in combination,
through conventional breeding, with other registered plant-incorporated protectants to
produce inbred corn lines and hybrid com varieties with combined pesticidal traits.

MON 89034 x TC1507 x MON 88017.x DAS-59122-7 RIB Complete™ protects corn crops
from leaf, stalk, and ear damage caused by lepidopteran corn pests listed on this label and
root damage caused by corn rootworm larvae listed on this label. In order to minimize the
risk of these pests developing resistance to MON 89034 x TCI1507 x MON 88017 x
DAS-59122-7 RIB Complete™ cormn, an insect resistance management plan must be
implemented as defined in the registration terms and conditions.

Grower agreements will specify that growers must adhere to the refuge requirements that will
be described on the bag or bag/tag for MON 89034 x TC1507 x MON 88017 x DAS-59122-
7 RIB Complete™ corn or other applicable product use documents.

Sales of corn hybrids that contain Monsanto’s Bt corn plant-incorporated pesticide(s) must be
accompanied by either an IRM/Grower Guide or information on the bag or bag-tag, on
planting, production, and insect resistance management, and notes that routine applications of
insecticides to control these insects are usually unnecessary when corn containing the B¢
proteins is planted.

Cormn seed bags or bag tags for products containing MON 89034 x TC1507 x MON 88017 x
DAS-59122-7 RIB Complete™ must include the refuge size requirement in text and
graphical format.
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INSECT RESISTANCE MANAGEMENT

Growers are instructed to read information on insect resistance management in the bag and/or
bag-tag.

These refuge requirements do not apply to seed increase/propagation of inbred and hybrid
seed corn up to a total of 20,000 acres per county and up to a combined United States (U.S.)
total of 250,000 acres per plant-incorporated protectant (PIP) active ingredient per registrant
per year.

The seed producer must ensure a minimum of 5% non-PIP refuge seed is included with the
MON 89034 x TCI1507 x MON 88017 x DAS-59122-7 in each lot of seed corn. The refuge
seed in the seed mixture may not be treated with seed-applied insecticides for corn rootworm
(CRW) conirol unless the MON 89034 x TC1507 x MON 88017 x DAS-59122-7 seed in the
seed mixture receives the same treatment.

The IRM/Grower Guide for MON 89034 x TCI507 x MON 88017 x DAS-59122-7 RIB
Complete™ or comparable information presented on the product bag or bag-tag, must
contain the following information:

This product is a seed mixture containing MON 89034 x TCI1507 x MON 88017 x
DAS-59122-7 and a minimum of 5% non-Bt seed that when planted creates an interspersed
refuge within the field. There are no requirements for a separate structured refuge for
Genuity® SmartStax® RIB Complete™ corn when planted in the U.S. corn-growing region,
including Alaska and Hawaii, because the refuge seed is contained within the bag/container.

The interspersed refige can only be used by planting seed corn specifically generated by
qualified seed producers/conditioners licensed by the registrant. Insecticidal treatments
labeled for adult CRW control are discouraged during the time of adult CRW emergence.

The seed mix refuge option for Gemuity® SmartStax® RIB Complete™ satisfies the
refuge requirements in all regions other than in the cotion-growing region where corn
earworm is a significant pest as defined below.

Additional refuge requirements in the cotton-growing region where corn earworm is a

significant pest
In the cotton-growing region where com earworm is a significant pest, as defined below,

Genuity® SmartStax® RIB Complete™ requires the planting of an additional 20% structured
refuge (i.e. 20 acres of non-Bt corn for every 80 acres of Genuity® SmartStax® RIB
Complete™ planted).

The 20% refuge must be planted with corn hybnds that do not contain Bt technologies for the
control of corn rootworms or corn borers. The refuge and the Genuity® SmartStax® RIB
Complete™ should be sown on the same day, or with the shortest window possible between
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planting dates to ensure that corn root development is similar among varieties. The
structured refuge may be planted as an in-field or adjacent (e.g.. across_the road) refuge or
planted as a separate block that is within % mile of the Genuity® SmartStax® RIB
Compiete™ field. In-field refuge options include blocks, perimeter strips (i.e., strips around
the field), or in-field strips. If perimeter or in-field strips are implemented, the strips must be
at least 4 consecutive rows wide. The refuge can be protected from lepidopteran damage by
use of non-Bt insecticides if the population of one or more target lepidopteran pests of
Genuity® SmartStax® RIB Complete™ in the refuge exceeds economic thresholds. In
addition, the refuge can be protected from CRW damage by an appropriate seed treatment or
soil insecticide; however, insecticides labeled for aduit CRW control must be avoided in the
refuge during the period of CRW adult emergence. Economic thresholds will be determined
using methods recommended by local or regional professionals (e.g., Extension Service
agents, crop consultants).

The cotton-growing region requiring the additional 20% refuge consists of the following
states: Alabama, Arkansas, Georgia, Florida, Louisiana, North Carolina, Mississippi, South
Carotina, Oklahoma (only the counties of Beckham, Caddo, Comanche, Custer, Greer,
Harmon, Jackson, Kay, Kiowa, Tillman, and Washita), Tennessee (only the counties of
Carroll, Chester, Crockett, Dyer, Fayette, Franklin, Gibson, Hardeman, Hardin, Haywood,
Lake, Lauderdale, Lincoln, Madison, Obion, Rutherford, Shelby, and Tipton), Texas (except
the counties of Carson, Daltam, Hansford, Hartley, Hutchinson, Lipscomb, Moore, Ochiltree,
Roberts, and Sherman), Virginia (onty the counties of Dinwiddie, Franklin City, Greensville,
Isle of Wight, Northampton, Southampton, Suffolk City, Surrey, and Sussex) and Missouri
(only the counties of Dunklin, New Madrid, Pemiscot, Scott, and Stoddard).
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Corn Insects Controlled or Suppressed

European corn borer (ECB)
Southwestern corn borer (SWCB)
Southern cornstalk borer (SCSB)
Cormn earworm (CEW)

Fall armyworm (FAW)

Stalk borer

Lesser corn stalk borer
Sugarcane borer (SCB)

Western bean cutworm (WBC)
Black cutworm

Western corn rootworm (WCRW)
Northern corn rootworm (NCRW)
Mexican corn rootworm (MCRW)

Ostrinia nubilalis
Diatraea grandiosella
Diatraea crambidoides
Helicoverpa zea
Spodoptera frugiperda
Papaipema nebris
Elasmopalpus lignosellus
Diatraea saccharalis
Richia albicosta

Agrotis ipsilon

Diabrotica virgifera virgifera
Diabrotica barberi
Diabrotica virgifera zeae

MON 89034 x TC1507 x MON 88017 x DAS-59122-7 is a product of Monsanto’s and Dow
AgroSciences’ research programs, offering unique genetic characteristics for specific grower
needs and may be protected by one or more of the following U.S. patents: 5322938,
5352605, 5359142, 5378619, 5424412, 5550318, 5554798, 5641876, 5717084, 5728925,
5804425, 6018100, 6025545, 6051753, 6063597, 6083878, 6331665, 6489542, 6645497,
6713063, 6962705, 7064249, 7070982, 7112665, 7227056, 7250501, 7304206, 7544862,

7618942,7927598, and RE39247.

EPA Accepted: _ / [/

Monsanto Company

11-CR-192E-2R
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Plant-Incorporated Protectant Labet

MON 89034 x TC1507 x MON 88017 x DAS-59122-7
RIB Complete™

Insect-Protected, Herbicide-Tolerant Corn
(Alternate Brand Name: Genuity® SmartStax® RIB Complete™)F
(OECD Unique Identifier: MON-39034-3 x DAS-315@7-1 x
MON-38@17-3 x DAS-59122-7)

Active Ingredients:

Bacillus thuringiensis Cry1A.105 protein and the genetic material (vector PV-ZMIR245)

necessary for its production in corn event MON 89034 (OECD Unique Identifier: MON-89@34-3)
e £ 0.0026%*

Bacillus thuringiensis Cry2Ab2 protein and the genetic material (vector PV-ZMIR245)
necessary for its production in corn event MON 89034 (OECD Unigue Identifier: MON-89G§34-3)
............................................................................................................................. <0.0053%*

Bacillus thuringiensis Cry1F protein and the genetic material (vector PHP8999) necessary
for its production in corn event TC1507 (OECD Unique Identifier: DAS- @15@7-1).. < 0.0012%*

Bacillus thuringiensis Cry3Bbl protein and the genetic material (vector PV-ZMIR39)
necessary for its production in corn event MON 88017 (OECD Unigue Identifier: MON-88(17-3)

Bacillus thuringiensis Cry34Abl1 protein and the genetic material (veé:tor PHP17662)
necessary for its production in corn event DAS-59122-7 (OECD Unique Identifier: DAS-59122-7)
e £ 0.0194%*

Bacillus thuringiensis Cry35Abl protein and the genetic material (vector PHP17662)
necessary for its production in corn event DAS-59122-7 (OECD Unique Identifier: DAS-59122-7)
SOUPG—— e £0.0042%%

Other Ingredients:

CP4 EPSPS protein (5-enolpyruvylshikimate-3-phosphate synthase) and the genetic material
(vector PV-ZMIR39) necessary for its production in corn event MON 88017
............................................................................................................................. <0.0052%*

PAT protein (phosphinothricin acetyl transferase) and the genetic material (vectors
PHP17662 and PHP8999) necessary for its production in corn events TC1507 and
IVAS DT D200 e conmusmspmsmssossons sons dobosass s R A 35 M SRS S A R < 0.00045%*
*Maximum percent (wt/wt) of dry forage

I Genuity® SmartStax® RIB Complete™ seed with this refuge configuration contains 95%
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 mixed with at least 5% non-B¢ corn
within a single lot of seed.
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KEEP OUT OF REACH OF CHILDREN

CAUTION
NET CONTENTS

EPA Registration No. 524-595
EPA Establishment No. 524-MO-(02

Monsanto Company

800 North Lindbergh Blvd.
St. Louis, MO 63167

DIRECTIONS FOR USE

It is a violation of Federal law to use this product in any manner inconsistent with its
labeling. This product must be used as specified in the terms and conditions of the
registration.

This product may be combined or produced through conventional breeding with other
registered plant-incorporated protectants that are similarly approved for use in combination,
throngh conventional breeding, with other registered plant-incorporated protectants to
produce inbred corn lines and hybrid corn varieties with combined pesticidal traits.

MON 89034 x TC1507 x MON 88017 x DAS-59122-7 RIB Comniplete™ protects corn crops
from leaf, stalk, and ear damage caused by lepidopteran corn pests listed on this label and
root damage caused by corn rootworm larvae listed on this label. In order to minimize the
nsk of these pests developing resistance to MON 89034 x TCI1507 x MON 88017 X
DAS-59122-7 RIB Complete™ corn, an insect resistance management plan must be
implemented as defined in the registration terms and conditions.

Grower agreements will specify that growers must adhere to the refuge requirements that will
be described on the bag or bag/tag for MON 8§9034 x TC1507 x MON 88017 x DAS-59122-
7 RIB Complete™ corn or other applicable product use documents.

Sales of corn hybrids that contain Monsanto’s Bt corn plant-incorporated pesticide(s) must be
accompanied by either an IRM/Grower Guide or information on the bag or bag-tag, on
planting, production, and insect resistance management, and notes that routine applications of
insecticides to control these insects are usually unnecessary when corn containing the Bt
proteins is planted.

Corn seed bags or bag tags for products containing MON 89034 x TC1507 x MON 88017 x
DAS-59122-7 RIB Complete™ must include the refuge size requirement in text and
graphical format.
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INSECT RESISTANCE MANAGEMENT

Growers are instructed to read information on insect resistance management in the bag and/or
bag-tag.

These refuge requirements do not apply to seed increase/propagation of inbred and hybrid
seed corn up to a total of 20,000 acres per county and up to a combined United States (U.S.)
total of 250,000 acres per plant-incorporated protectant (P1P) active ingredient per registrant
per year.

The seed producer must ensure & minimum of 5% non-PIP refuge seed is included with the
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 in each lot of seed com. The refuge
seed in the seed mixture may not be treated with seed-applied insecticides for corn rootworm
{CRW) control unless the MON 89034 x TC1507 x MON 88017 x DAS-59122-7 seed in the
seed mixture receives the same treatment.

The IRM/Grower Guide for MON 89034 x TC1507 x MON 88017 x DAS-59122-7 RIB
Complete™ or comparable information presented on the product bag or bag-tag, must
contain the following information:

This product is a seed mixture containing MON 89034 x TC1507 x MON 88017 x
DAS-59122-7 and a minimum of 5% non-Bt seed that when planted creates an interspersed
refuge within the field. There are no requirements for a separate structured refuge for
Genuity® SmartStax® RIB Complete™ corn when planted in the U.S. corn-growing region,
including Alaska and Hawaii, because the refuge seed is contained within the bag/container.

The interspersed refuge can only be used by planting seed corn specifically generated by
qualified seed producers/conditioners licensed by the registrant. Insecticidal treatments
labeled for adult CRW control are discouraged during the time of adult CRW emergence.

The seed mix refuge option for Genuity® SmartStax® RIB Complete™ satisfies the
refuge requirements in all regions other than in the cotten-growing region where corn
earworm is a significant pest as defined below.

Additional refuge requirements in the cotfon-growing region where corn earworm is a
significant pest

In the cotton-growing region where corn earworm is a significant pest, as defined below,
Genuity® SmartStax® RIB Complete™ requires the planting of an additional 20% structured
refuge (i.e. 20 acres of non-Bt corn for every 80 acres of Genuity® SmartStax® RIB
Complete™ planted).

The 20% refuge must be planted with corn hybrids that do not contain Bt technologies for the
control of corn rootworms or comn borers. The refuge and the Genuity® SmartStax® RIB
Complete™ should be sown on the same day, or with the shortest window possible between
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planting dates to ensure that com root development is similar among varieties. The
structured refuge may be planted as an in-field or adjacent (e.g.. across the road) refuge or
planted as a separate block that is within % mile of the Genuity® SmartStax® RIB
Complete™ field. In-field refuge options include blocks, perimeter strips (i.e., strips around
the field), or in-field strips. If perimeter or in-field strips are implemented, the strips must be
at least 4 consecutive rows wide. The refuge can be protected from lepidopteran damage by
use of non-Bt insecticides if the population of one or more target lepidopteran pests of
Genuity® SmartStax® RIB Complete™ in the refuge exceeds economic thresholds. In
addition, the refuge can be protected from CRW damage by an appropriate seed treatment or
soil insecticide; however, insecticides labeled for adult CRW control must be avoided in the
refuge during the period of CRW adult emergence. Economic thresholds will be determined
using methods recommended by local or regional professionals (e.g., Extension Service
agents, crop consultants),

The cotton-growing region requiring the additional 20% refuge consists of the following
states: Alabama, Arkansas, Georgia, Florida, Louisiana, North Carolina, Mississippi, South
Carolina, Oklahoma (only the counties of Beckham, Caddo, Comanche, Custer, Greer,
Harmon, Jackson, Kay, Kiowa, Tillman, and Washita), Tennessee (only the counties of
Carroll, Chester, Crockett, Dyer, Fayette, Franklin, Gibson, Hardeman, Hardin, Haywood,
Lake, Lauderdale, Lincoln, Madison, Obion, Rutherford, Shelby, and Tipton), Texas (except
the counties of Carson, Dallam, Hansford, Hartley, Hutchinson, Lipscomb, Moore, Ochiliree,
Roberts, and Sherman), Virginia (only the counties of Dinwiddie, Franklin City, Greensville,
Isle of Wight, Northampton, Southampton, Suffolk City, Surrey, and Sussex) and Missourl
(only the counties of Dunklin, New Madrid, Pemiscot, Scott, and Stoddard).
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Corn Insects Controlied or Suppressed

European corn borer (ECB)
Southwestern corn borer (SWCRB)
Southern cornstalk borer (SCSB)
Corn earworm (CEW)

Fall armyworm (FAW)

Stalk borer

Lesser corn stalk borer
Sugarcane borer (SCB)

Western bean cutworm (WBC)
Black cutworm

Western corn rootworm (WCRW)
Northern corn rootworm (NCRW)
Mexican corn rootworm (MCRW)

Ostrinia nubilalis
Diatraea grandiosella
Diatraea crambidoides
Helicoverpa zea
Spodoptera frugiperda
Papaipema nebris
Elasmopalpus lignosellus
Diatraea saccharalis
Richia albicosta

Agrotis ipsilon

Diabrotica virgifera virgifera
Diabrotica barberi
Diabrotica virgifera zeae

MON 89034 x TC1507 x MON 88017 x DAS-59122-7 is a product of Monsanto’s and Dow
AgroSciences’ research programs, offering unique genetic characteristics for specific grower
needs and may be protected by one or more of the following U.S. patents: 3322938,
5352605, 5359142, 5378619, 5424412, 5550318, 5554798, 5641876, 5717084, 5728925,
5804425, 6018100, 6025545, 6051753, 6063597, 6083878, 6331665, 6489542, 6645497,
6713063, 6962705, 7064249, 7070982, 71 12665 7227056, 7250501, 7304206, 7544862,

7618942, 7927598, and RE39247.

EPA Accepted: _ / [/
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Plant-Incorporated Protectant Label

MON 89034 x TC1507 x MON 88017 x DAS-59122-7
RIB Complete™

Insect-Protected, Herbicide-Tolerant Corn
(Alternate Brand Name: Genuity® SmartStax® RIB Complete™)
(OECD Unique Identifier: MON-89@34-3 x DAS-@15@7-1 »
MON-880217-3 x DAS-59122-7)

Active Ingredients:

Bacillus thuringiensis Cryl A.105 protein and the genetic material (vector PV-ZMIR245)

necessary for its production in cormn event MON 89034 (OECD Unique Identifier: MON-893334-3)
w5 0.0026%*

Bacillus thuringiensis Cry2Ab2 protein and the genetic material (vector PV-ZMIR245})
necessary for its production in corn event MON 89034 (OECD Unique Identifier: MON-89334-3)
............................................................................................................................. < 0.0053%*

Bacillus thuringiensis Cry1F protein and the genetic material (vector PHP8999) necessary
for its production in corn event TC1507 (OECD Unique ldentifier: DAS- @15@7-1).. < 0.0012%*

Bacillus thuringiensis Cry3Bbl1 protein and the genetic material (vector PV-ZMIR39)
necessary for its production in corn event MON 88017 (OECD Unique Identifier: MON-883317-3)
— correnmmrannenene = 0.0079%*

Bacillus thuringiensis Cry34Abl protein and the genetic material (vector PHP17662)
necessary for its production in corn event DAS-59122-7 (OECD Unique Identifier: DAS-59122-7)
S—— UL

Bacillus thuringiensis Cry35Abl protein and the genetic material (vector PHP17662)
necessary for its production in corn event DAS-59122-7 (OECD Unique ldentifier: DAS-59122-7)
. corremnerimnenenne S 0.0042%%

Other Ingredients:

CP4 EPSPS protein (5-enclpyruvylshikimate-3-phosphate synthase) and the genetic material
(vector PV-ZMIR39) necessary for its production in corn event MON 88017
............................................................................................................................. < 0.0052%*

PAT protein (phosphinothricin acetyl transferase) and the genetic material (vectors
PHP17662 and PHP8999) necessary for its production in corn events TC1507 and
D S O B o S T R P O PSS VA < 0.00045%*
*Maximum percent (wt/wt} of dry forage

1 Genuity® SmartStax® RIB Complete™ seed with this refuge configuration contains 95%
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 mixed with at least 5% non-B7 com
within a single lot of seed.
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KEEP OUT OF REACH OF CHILDREN

CAUTION
NET CONTENTS

EPA Registration No. 524-595
EPA Establishment No. 524-MO-602

Monsanto Company
800 North Lindbergh Blvd.
St. Louis, MO 63167

DIRECTIONS FOR USE

It is a violation of Federal law to use this product in any manner inconsistent with its
labeling. This product must be used as specified in the terms and conditions of the
registration.

This product may be combined or produced through conventional breeding with other
registered plant-incorporated protectants that are similarly approved for use in combination,
through conventional breeding, with other registered plant-incorporated protectants to
produce inbred corn lines and hybrid corn varieties with combined pesticidal traits.

MON 89034 x TC1507 x MON 88017 x'DAS-59122-7 RIB Complete™ protects corn crops
from leaf, stalk, and ear damage caused.by lepidopteran corn pests listed on this label and
root damage caused by corn rootworm larvae listed on this label. In order to minimize the
risk of these pests developing resistance to MON 89034 x TC1507 x MON 88017 x
DAS-59122-7 RIB Complete™ corn, an insect resistance management plan must be
mplemented as defined in the registration terms and conditions.

Grower agreements will specify that growers must adhere to the refuge requirements that will
be described on the bag or bag/tag for MON 89034 x TC1507 x MON 88017 x DAS-59122-
7 RIB Complete™ corn or other applicable product use documents.

Sales of corn hybrids that contain Monsanto’s Bt corn plant-incorporated pesticide(s) must be
accompanied by either an IRM/Grower Guide or information on the bag or bag-tag, on
planting, production, and insect resistance management, and notes that routine applications of
insecticides to control these insects are usually unnecessary when corn containing the B¢
proteins is planted.

Corn seed bags or bag tags for products containing MON 89034 x TC1507 x MON 88017 x
DAS-59122-7 RIB Complete™ must mclude the refuge size requirement in text and
graphical format.
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INSECT RESISTANCE MANAGEMENT

Growers are instructed to read information on insect resistance management in the bag and/or
bag-tag.

These refuge requirements do not apply to seed increase/propagation of inbred and hybrid
seed com up to a total of 20,000 acres per county and up to a combined United States (U.S.)
total of 250,000 acres per plant-incorporated protectant (PIP) active ingredient per registrant
per year.

The seed producer must ensure a minimum of 5% non-PIP refuge seed 1s included with the
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 in each lot of seed corn. The refuge
seed in the seed mixture may not be treated with seed-applied insecticides for corn rootworm
(CRW) control unless the MON 89034 x TC1507 x MON 88017 x DAS-59122-7 seed in the
seed muxture receives the same treatment.

The IRM/Grower Guide for MON 89034 x TC1507 x MON 88017 x DAS-59122-7 RIB
Complete™ or comparable information presented on the product bag or bag-tag, must
contain the following information:

This product is a seed mixture containing MON 89034 x TCI1507 x MON 88017 x
DAS-59122-7 and a minimum of 5% non-Bt seed that when planted creates an interspersed
refuge within the field. There are no requirements for a separate structured refuge for
Gemity® SmartStax® RIB Complete™ corn when planted in the U.S. corn-growing region,
including Alaska and Hawaii, because the refuge seed is contained within the bag/container.

The interspersed refuge can only be used by planting seed corn specifically generated by
qualified seed producers/conditioners licensed by the registrant. Insecticidal treatments
labeled for adult CRW control are discouraged during the time of adult CRW emergence. -

The seed mix refuge option for Genuity® SmartStax® RIB Complete™ satisfies the
refuge requirements in all regions other than in the cotton-growing region where corn
earworm is a significant pest as defined below.

Additional refuge requirements in the cotton-growing region where corn earworm is a
significant pest -

In the cotton-growing region where corn earworm is a significant pest, as defined below,
Genuity® SmartStax® RIB Complete™ requires the planting of an additional 20% structured
refuge (i.e. 20 acres of non-Bt com for every 80 acres of Genuity® SmartStax® RIB
Complete™ planted).

The 20% refuge must be planted with corn hybrids that do not contain Bt technologies for the
control of com rootworms or corn borers. The refuge and the Genuity® SmartStax® RIB
Complete™ should be sown on the same day, or with the shortest window possible between
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planting dates to ensure that com root development is similar among varieties. The
structured refuge may be planted as an in-field or adjacent (e.g., across the road) refuge or
planted as a_separate block that is within % mile of the Genuity® SmartStax® RIB
Complete™ field. In-field refuge options include blocks, perimeter strips (i.e., strips around
the field), or in-field strips. If perimeter or in-field strips are implemented, the strips must be
at least 4 consecutive rows wide. The refuge can be protected from lepidopteran damage by
use of non-Bt insecticides if the population of one or more target lepidopteran pests of
Genuity® SmartStax® RIB Complete™ in the refuge exceeds economic thresholds. In
addition, the refuge can be protected from CRW damage by an appropriate seed treatment or
soil insecticide; however, insecticides labeled for adult CRW control must be avoided in the
refuge during the period of CRW adult emergence. Economic thresholds will be determined
using methods recommended by local or regional professionals (e.g., Extension Service
agents, crop consultants).

The cotton-growing region requiring the additional 20% refuge consists of the following
states: Alabama, Arkansas, Georgia, Florida, Louisiana, North Carolina, Mississippi, South
Carolina, Oklahoma (only the counties of Beckham, Caddo, Comanche, Custer, Greer,
Harmon, Jackson, Kay, Kiowa, Tillman, and Washita), Tennessee (only the counties of
Carroll, Chester, Crockett, Dyer, Fayette, Franklin, Gibson, Hardeman, Hardin, Haywood,
Lake, Lauderdale, Lincoln, Madison, Obion, Rutherford, Shelby, and Tipton), Texas (except
the counties of Carson, Dallam, Hansford, Hartley, Hutchinson, Lipscomb, Moore, Ochiltree,
Roberts, and Sherman), Virginia (only the counties of Dinwiddie, Franklin City, Greensville,
Isle of Wight, Northampton, Southampton, Suffolk City, Surrey, and Sussex) and Missoud
(only the counties of Dunklin, New Madrid, Pemiscot, Scott, and Stoddard).
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Corn Insects Controlled or Suppressed

European corn borer (ECB)
Southwestern corn borer (SWCB)
Southern cornstalk borer (SCSB)
Corn earworm (CEW)

Fall armyworm (FAW)

Stalk borer

Lesser corn stalk borer

Sugarcane borer (SCB)

Western bean cutworm (WBC)
Black cutworm

Western corn rootworm (WCRW)
Northern corn rootworm (NCRW)
Mexican corn rootworm (MCRW)

Ostrinia nubilalis
Diatraea grandiosella
Diatraea crambidoides
Helicoverpa zea
Spodoptera frugiperda
Papaipema nebris
Elasmopalpus lignosellus
Diatraea saccharalis
Richia albicosta

Agrotis ipsilon

Diabrotica virgifera virgifera
Diabrotica barberi
Diabrotica virgifera zeae

MON 89034 x TC1507 x MON 88017 x DAS-~59122-7 is a product of Monsanto’s and Dow
AgroSciences’ research programs, offering unique genetic characteristics for specific grower
needs and may be protected by one or more of the following U.S. patents: 5322938,
53526035, 5359142, 5378619, 5424412, 5550318, 5554798, 5641876, 5717084, 5728925,
5804425, 6018100, 6025545, 6051753, 6063597, 6083878, 6331665, 6489542, 6645497,
6713063, 6962705, 7064249, 7070982, 7112665, 7227056, 7250501, 7304206, 7544862,

7618942, 7927598, and RE39247.

- EPA Accepted: _/_/

Monsanto Company
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Plani-Incorporated Protectant Label

MON 89034 x TC1507 x MON 88017 x DAS-59122-7
RIB Complete™

Insect-Protected, Herbicide-Tolerant Corn
(Alternate Brand Name: Genuity® SmartStax® RIB Complete™)
(OECD Unique Identifier: MON-89034-3 x DAS-@1537-1 %
MON-88(317-3 x DAS-59122-7)

Active Ingredients:

Bacillus thuringiensis Cryl A.105 protein and the genetic material (vector PV-ZMIR245)

necessary for its production in corm event MON 89034 (OECD Unique Identifier: MON-89@334-3)
cerremanneanneen S 0.0026%*

Bacillus thuringiensis Cry2 Ab2 protein and the genetic material (vector PV-ZMIR245)
necessary for its production in corn event MON 89034 (OECD Unique Identifier: MON-89@34-3)
............................................................................................................................. < 0.0053%*

Bacillus thuringiensis CrylF protein and the genetic material (vector PHP8999} necessary
for its production in corn event TC1507 (OECD Unique Identifier: DAS- 315@7-1).. < 0.0012%*

Bacillus thuringiensis Cry3Bbl protein and the genetic material (vector PV-ZMIR39)
necessary for its production in corn event MON 88017 (OECD Unique Identifier: MON-88@17-3)
N S—— 810

Bacillus thuringiensis Cry34Abl protein and the genetic material (vector PHP17662)
necessary for its production in corn event DAS-59122-7 (OECD Unique Identifier; DAS-59122-7)
s < 0.0194%F

Bacillus thuringiensis Cry35Abl protein and the genetic material {vector PHP17662)
necessary for its production in corn event DAS-59122-7 (OECD Unique Identifier: DAS-59122-7)
mesenenpmnneen 5 0,004 296 %

Other Ingredients:

CP4 EPSPS protein (5-enolpyruvylshikimate-3-phosphate synthase) and the genetic material
(vector PV-ZMIR39) necessary for its production in corn event MON 88017
................................................................ b e e S B 2

PAT protein (phosphinothricin acetyl transferase) and the genetic material (vectors
PHP17662 and PHP8999) necessary for its production in com events TC1507 and

DA S ST 1227 oottt ceee et et e et ra e s a st ete st e e s et ra e s e s st eataes e neasenaeen < 0.00045%*
*Maximum percent (wt/wt) of dry forage

1 Genuity® SmartStax® RIB Complete™ seed with this refuge configuration contains 95%
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 mixed with at least 5% non-B# comn
within a single lot of seed.
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KEEP OUT OF REACH OF CHILDREN

CAUTION
NET CONTENTS

EPA Registration No. 524-595
EPA Establishment No. 524-MO-002

Monsanto Company
800 North Lindbergh Blvd.
St. Louis, MO 63167

DIRECTIONS FOR USE

1t is a viclation of Federal law to use this product in any manner inconsistent with its
labeling. This product must be used as specified in the terms and conditions of the
registration.

This product may be combined or produced through conventiopal breeding with other
registered plant-incorporated protectants that are similarly approved for use in combination,
through conventional breeding, with other registered plant-incorporated protectants to
produce inbred corn lines and hybrid com varieties with combined pesticidal traits.

MON 89034 x TC1507 x MON 88017 x:IDAS-59122-7 RIB Complete™ protects com crops
from leaf, stalk, and ear damage caused by lepidopteran com pests listed on this label and
root damage caused by com rootworm larvae listed on this label. In order to minimize the
risk of these pests developing resistance to MON 89034 x TC1507 x MON 88017 x
DAS-59122-7 RIB Complete™ corn, an insect resistance management plan must be
implemented as defined in the registration terms and conditions.

Grower agreements will specify that growers must adhere to the refuge requirements that will
be described on the bag or bag/tag for MON 89034 x TC1507 x MON 88017 x DAS-59122-
7 RIB Complete™ corn or other applicable product use documents.

Sales of com hybrids that contain Monsanto’s Bf com plant-incorporated pesticide(s) must be
accompanied by either an IRM/Grower Guide or information on the bag or bag-tag, on
planting, production, and insect resistance management, and notes that routine applications of
insecticides to control these insects are usually unnecessary when corn containing the Bt
proteins is planted.

Com seed bags or bag tags for products containing MON 89034 x TC1507 x MON 88017 x
DAS-59122-7 RIB Complete™ must include the refuge size requirement in text and
graphical format.
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INSECT RESISTANCE MANAGEMENT

Growers are instructed to read information on insect resistance management in the bag and/or
bag-tag.

These refuge requirements do not apply to seed increase/propagation of inbred and hybrid
seed corn up to a total of 20,000 acres per county and up to a combined United States (U.S.)
total of 250,000 acres per plant-incorporated protectant (PIP) active ingredient per registrant
per year.

The seed producer must ensure a minimum of 5% non-PIP refuge seed is included with the
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 in each lot of seed corn. The refuge
seed in the seed mixture may not be treated with seed-applied insecticides for corn rootworm
{CRW) control unless the MON 89034 x TC1507 x MON 88017 x DAS-59122-7 seed in the
seed mixture receives the same treatment.

The IRM/Grower Guide for MON 89034 x TC1507 x MON 88017 x DAS-59122-7 RIB
Complete™ or comparable information presented on the product bag or bag-tag, must
contain the following information:

This product is a seed mixture containing MON 89034 x TCI507 x MON 88017 X
DAS-59122-7 and a minimum of 5% non-Bt seed that when planted creates an interspersed
refuge within the field. There are no requirements for a separate structured refuge for
Genuity® SmartStax® RIB Complete™ corn when planted in the U.S. corn-growing region,
including Alaska and Hawaii, because the refuge seed is contained within the bag/container.

The interspersed refuge can only be used by planting seed corn specifically generated by
qualified seed producers/conditioners licensed by the registrant. Insecticidal treatments
labeled for adult CRW control are discouraged during the time of adult CRW emergence.

The seed mix refuge option for Genuity® SmartStax® RIB Complete™ satisfies the
refuge requirements in all regions other than in the cofton-growing region where corn
earworm is a significant pest as defined below.

Additional refuge requirements in the cotton-growing region where corn earwerm is a

significant pest
In the cotton-growing region where corn earworm is a significant pest, as defined below,

Genuity® SmartStax® RIB Complete™ requires the planting of an additional 20% structured
refuge (i.e. 20 acres of non-Bt com for every 80 acres of Genuity® SmartStax® RIB
Complete™ planted).

The 20% refuge must be planted with corn hybrids that de not contain Bt technologies for the
control of corn rootworms or cornt borers. The refuge and the Genuity® SmartStax® RIB
Complete™ should be sown on the same day, or with the shortest window possible between
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planting dates to ensure that corn root development is similar among varieties. The
structured refuge may be planted as an in-field or adjacent (e.g.. across the road) refuge or
planted as a separate block that is within % mile of the Genuity® SmartStax® RIB
Complete™ field. In-field refuge options include blocks, perimeter strips (i.e., strips around
the field), or in-field strips. If perimeter or in-field strips are implemented, the strips must be
at least 4 consecutive rows wide. The refuge can be protected from lepidopteran damage by
use of non-Bt insecticides if the population of one or more target lepidopteran pests of
Gemity® SmartStax® RIB Complete™ in the refuge exceeds economic thresholds. In
addition, the refuge can be protected from CRW damage by an appropriate seed treatment or
soil insecticide; however, insecticides labeled for adult CRW control must be avoided in the
refuge during the period of CRW adult emergence. Economic thresholds will be determined
using methods recommended by local or regional professionals (e.g., Extension Service
agents, crop consultants).

The cotton-growing region requiring the additional 20% refuge consists of the following
states: Alabama, Arkansas, Georgia, Florida, Louisiana, North Carolina, Mississippi, South
Carolina, Oklahoma (only the counties of Beckham, Caddo, Comanche, Custer, Greer,
Harmon, Jackson, Kay, Kiowa, Tillman, and Washita), Tennessee (only the counties of
Carroll, Chester, Crockett, Dyer, Fayette, Franklin, Gibson, Hardeman, Hardin, Haywood,
Lake, Lauderdale, Lincoln, Madison, Obion, Rutherford, Shelby, and Tipton), Texas (except
the counties of Carson, Dallam, Hansford, Hartley, Hutchinson, Lipscomb, Moore, Ochiltree,
Roberts, and Sherman), Virginia (only the counties of Dinwiddie, Franklin City, Greensville,
Isle of Wight, Northampton, Southampton, Suffolk City, Surrey, and Sussex) and Missouri
(only the counties of Dunklin, New Madrid, Pemiscot, Scott, and Stoddard).
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Corn Insects Controlled or Suppressed

European corn borer (ECB) Ostrinia nubilalis
Southwestern corn borer (SWCB) Diatraea grandiosella
Southern cornstalk borer (SCSB) Diatraea crambidoides
Corn earworm (CEW) Helicoverpa zea

Fall armyworm (FAW) Spodoptera frugiperda
Stalk borer Papaipema nebris

Lesser corn stalk borer Elasmopalpus lignosellus
Sugarcane borer (SCB) Diatraea saccharalis
Western bean cutworm (WBC) Richia albicosta

Black cutworm Agrotis ipsilon

Western corn rootworm (WCRW) Diabrotica virgifera virgifera
Northern com rootworm (NCRW) Diabrotica barberi
Mexican corn rootworm (MCRW) Diabrotica virgifera zeae

MON 89034 x TC1507 x MON 88017 x DAS-59122-7 is a product of Monsanto’s and Dow
AgroSciences’ research programs, offermg unique genetic characteristics for specific grower
needs and may be protected by one or more of the following U.S. patents; 5322938,
5352605, 5359142, 5378619, 5424412, 5550318, 5554798, 5641876, 5717084, 5728925,
5804425, 6018100, 6025545, 6051753, 6063597, 6083878, 6331665, 6489542, 6645497,
6713063, 6962705, 7064249, 7070982, 7112665, 7227056, 7250501, 7304206, 7544862,
7618942, 7927598, and RE39247. .

EPA Accepted: _/ /

Moasanlo Company 11-CR-192E-2R Page 1050f 110
230



Plant-Incorporated Protectant Label

MON 89034 x TC1507 x MON 88017 x DAS-59122-7
RIB Complete™

Insect-Protected, Herbicide-Tolerant Corn
{Alternate Brand Name: Genuity® SmartStax® RIB Complete™)t
(OECD Unique Identifier: MON-89@34-3 x DAS-315@7-1 x
MON-88@17-3 x DAS-59122-7)

Active Ingredients:

Bacillus thuringiensis Cry| A.105 protein and the genetic material (vector PV-ZMIR245)

necessary for its production in corn event MON 89034 (OECD Unique Identifier: MON-89334-3)
e £0.0026%*

Bacillus thuringiensis Cry2 Ab2 protein and the genetic material (vector PV-ZMIR245)
necessary for its production in corn event MON 89034 (OECD Unique Identifier: MON-89034-3)
............................................................................................................................. < 0.0053%*

Bacillus thuringiensis Cry | F protein and the genetic material (vector PHP8999) necessary
for its production in corn event TC1507 (OECD Unique Identifier: DAS- @15@7-1).. < 0.0012%*

Bacillus thuringiensis Cry3Bbl protein and the genetic material (vector PV-ZMIR39)
necessary for its production in corn event MON 88017 (OECD Unique [dentifier: MON-88317-3)
s 0:0079%%

Bacillus thuringiensis Cry34Ah] protein and the genetic material (vector PHP17662)
necessary for its production in corn event DAS-59122-7 (OECD Unique Identifier: DAS-59122-7)
. S e £ 0.0194%*

Bacillus thuringiensis Cry35ADbl protein and the genetic material (vector PHP17662)
necessary for its production in corn event DAS-59122-7 (OECD Unique 1dentifier: DAS-59122-7)
e 20.0042%%

Other Ingredients:

CP4 EPSPS protein (5-enolpyruvylshikimate-3-phosphate synthase) and the genetic material
(vector PV-ZMIR39) necessary for its production in corn event MON 88017
............................................................................................................................. < 0.0052%*

PAT protein (phosphinothricin acetyl transferase) and the genetic material (vectors
PHP17662 and PHP8999) necessary for its production in corn events TC1507 and
TN LTI . ococnminmnsisrsmsinsss s s SR G RS USRS < 0.00045%*
*Maximum percent (wt/wt) of dry forage

1 Genuity® SmartStax® RIB Complete™ seed with this refuge configuration contains 95%
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 mixed with at least 5% non-B¢ corn
within a single lot of seed.
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KEEP OUT OF REACH OF CHILDREN

CAUTION
NET CONTENTS

EPA Registration No. 524-595
EPA Establishment No. 524-MQ-002

Monsanto Company
800 North Lindbergh Blvd.
8t. Louis, MO 63167

DIRECTIONS FOR USE

It is a violation of Federal law to use this product in any manner inconsistent with its
labeling. This product must be used as specified in the terms and conditions of the
registration.

This product may be combined or produced through conventional breeding with other
registered plant-incorporated protectants that are similarly approved for use in combination,
through conventional breeding, with other registered plant-incorporated protectants to
produce inbred corn lines and hybrid corn varieties with combined pesticidal traits.

MON 89034 x TCI507 x MON 88017 x DAS-58122-7 RIB Complete™ protects corn crops
from leaf, stalk, and ear damage caused by lepidopteran corn pests listed on this label and
root damage caused by corn rootworm larvae listed on this label. In order to minimize the
risk of these pests developing resistance to MON 89034 x TCI507 x MON 88017 x
DAS-59122-7 RIB Complete™ corn, an insect resistance management plan must be
implemented as defined in the registration terms and conditions.

Grower agreements will specify that growers must adhere to the refuge requirements that will
be described on the bag or bag/tag for MON 89034 x TC13507 x MON 88017 x DAS-59122-
7 RIB Complete™ cormn or other applicable product use documents.

Sales of corn hybrids that contain Monsanto’s Bt corn plant-incorporated pesticide(s) must be
accompanied by either an IRM/Grower Guide or information on the bag or bag-tag, on
planting, production, and insect resistance management, and notes that routine applications of
insecticides to control these nsects are usually unnecessary when corn containing the Bt
proteins is planted.

Corn seed bags or bag tags for products containing MON 89034 x TC1507 x MON 88017 x
DAS-59122-7 RIB Complete™ must include the refuge size requirement in text and
graphical format.
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INSECT RESISTANCE MANAGEMENT

Growers are instructed to read information on insect resistance management in the bag and/or
bag-tag.

These refuge requirements do not apply to seed increase/propagation of inbred and hybrid
seed com up to a total of 20,000 acres per county and up to a combined United States (U.S.)
total of 250,000 acres per plant-incorporated protectant (PIP) active ingredient per registrant
per year.

The seed producer must ensure a minimum of 5% non-PIP refuge seed is included with the
MON 89034 x TCI1507 x MON 88017 x DAS-59122-7 in each lot of seed com. The refuge
seed in the seed mixture may not be treated with seed-applied insecticides for corn rootworm
(CRW) control unless the MON 89034 x TC1507 x MON 88017 x DAS-59122-7 seed in the
seed mixture receives the same treatment.

The IRM/Grower Guide for MON 89034 x TCI507 x MON 88017 x DAS-59122-7 RIB
Complete™ or comparable information presented on the product bag or bag-tag, must
contain the following information:

This product is a seed mixture containing MON 89034 x TCI507 x MON 88017 x
DAS-59122-7 and a minimum of 5% non-Bt seed that when planted creates an interspersed
refuge within the field. There are no requirements for a separate structured refuge for
Genuity® SmartStax® RIB Complete™ corn when planted in the U.S. com-growing region,
including Alaska and Hawaii, because the refuge seed is contained within the bag/container.

The interspersed refuge can only be used by planting seed corn specifically generated by
qualified seed producers/conditioners licensed by the registrant. Insecticidal treatments
labeled for adult CRW control are discouraged during the time of adult CRW emergence.

The seed mix refuge option for Genuity® SmartStax® RIB Complete™ satisfies the
refuge requirements in all regions other than in the cotton-growing region where corn
earworm is a significant pest as defined below.

Additional refuge requirements in the cotton-growing region where corn earworm is a

significant pest
In the cotton-growing region where com earworm is a significant pest, as defined below,

Genuity® SmartStax® RIB Complete™ requires the planting of an additional 20% structured
refuge (i.e. 20 acres of non-Bt com for every 80 acres of Genuity® SmartStax® RIB
Complete™ planted).

The 20% refuge must be planted with com hybrids that do not contain Bt technologies for the
control of corn rootworms or com borers. The refuge and the Genuity® SmartStax® RIB
Complete™ should be sown on the same day, or with the shortest window possible between
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planting dates to ensure that comn root development is similar among vareties. The
structured refuge may be planted as an in-field or adjacent (e.g.. across the road) refuge or
planted as a_separate block that is within % mile of the Genuity® SmartStax® RIB
Complete™ field. In-field refuge options include blocks, perimeter strips (i.e., strips around
the field), or in-field strips. If perimeter or in-field sirips are implemented, the strips must be
at least 4 consecutive rows wide. The refuge can be protected from lepidopteran damage by
use of non-Bt insecticides if the population of one or more target lepidopteran pests of
Genuity® SmartStax® RIB Complete™ in the refuge exceeds economic thresholds. In
addition, the refuge can be protected from CRW damage by an appropriate seed treatment or
soil insecticide; however, insecticides labeled for adult CRW control must be avoided in the
refuge during the period of CRW adult emergence. Economic thresholds will be determined
using methods recommended by local or regional professionals (e.g., Extension Service
agents, crop consultants).

The cotton-growing region requiring the additional 20% refuge consists of the following
states: Alabama, Arkansas, Georgia, Florida, Louisiana, North Carolina, Mississippi, South
Carolina, Oklahoma (only the counties of Beckham, Caddo, Comanche, Custer, Greer,
Harmon, Jackson, Kay, Kiowa, Tillman, and Washita), Tennessee (only the counties of
Carroll, Chester, Crockett, Dyer, Fayette, Franklin, Gibson, Hardeman, Hardin, Haywood,
Lake, Lauderdale, Lincoln, Madison, Obion, Rutherford, Shelby, and Tipton), Texas (except
the counties of Carson, Dallam, Hansford, Hartley, Hutchinson, Lipscomb, Moore, Ochiltree,
Roberts, and Sherman), Virginia (only the counties of Dinwiddie, Franklin City, Greensville,
Isle of Wight, Northampton, Southampton, Suffolk City, Surrey, and Sussex) and Missouri
(only the counties of Dunklin, New Madrid, Pemiscot, Scott, and Stoddard).
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Corn Insects Controlled or Suppressed

European corn borer (ECB)
Southwestern corn borer (SWCRB)
Southemn cornstatk borer (SCSB)
Corn earworm (CEW)

Fall armyworm (FAW)

Stalk borer

Lesser corn stalk borer
Sugarcane borer (SCB)

Western bean cutworm (WBC)
Black cutworm

Western corn rootworm (WCRW)
Northern comn rootworm (NCRW)
Mexican corn rootworm (MCRW)

Ostrinia nubilalis
Diatraea grandiosella
Diatraea crambidoides
Helicoverpa zea
Spodoptera frugiperda
Papaipema nebris
Elasmopalpus lignosellus
Diatraea saccharalis
Richia albicosta

Agrotis ipsilon

Diabrotica virgifera virgifera
Diabrotica barberi
Diabrotica virgifera zeae

MON 89034 x TC1507 x MON 88017 x DAS-59122-7 is a product of Monsanto’s and Dow
AgroSciences’ research programs, offering unique genetic characteristics for specific grower
needs and may be protected by one or more of the following U.S. patents: 5322938,
5352605, 5359142, 5378619, 5424412, 5550318, 5554798, 5641876, 5717084, 5728925,
5804425, 6018100, 6025545, 6051753, 6063597, 6083878, 6331665, 6489542, 6645497,
6713063, 6962705, 7064249, 7070982, 7112665, 7227056, 7250501, 7304206, 7544862,

7618942, 7927598, and RE39247.

EPA Accepted: _/ [/

Monsanto Company

11-CR-192E-2R
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MONSANTO
FOR IMMEDIATE RELEASE

MonsanTo U.3,
MEOia CONTAGT

Ben Kampelman (314-694-6192)

Monsanto Completes U.S. Regulatory Registration for Genuity® SmartStax® RIB Complete™
Plans Set to Introduce Industry’s First, Single-Bag Refuge Solution for Corn

ST. LOUIS (April XX, 2011} — U.S. farmers in the Corn Belt can now choose the simplicity, convenience
and refuge compliance benefits of the industry’s first, single-bag refuge solution for corn. Genuity®
SmartStax® RIB Complete™ by Monsanto Company (NYSE: MON) has received registration from the U.S.
Environmental Protection Agency. This compleies federal regulatory authorization in the United States.
Commercialization is pending individual state authorizations and notifications, as required.

The product is the outcome of a collaboration between Monsanto and Dow AgroSciences LLC, a wholly
owned subsidiary of The Dow Chemical Company. If is a combination of each company’s industry-
leading corn traits that provide farmers with multiple modes-of-action for broad spectrum control of
above- and below-ground insects, and also offers two herbicide tolerance traits for flexible weed
management. Today's registration of Genuity SmartStax RIB Complete provides farmers with the
opportunity to plant a single-bag refuge solution for corn.

Genuity SmartStax RIB Complete is a blend of 95 percent Genuity SmartStax corn seed and S percent
refuge (non-Bt) seed that farmers can plant across their entire field. This means that farmers who plant
Genuity SmariStax RIB Complete products no longer need to plant a separate, structured refuge for
above- or below-ground pests in the Corn Belt. For farmers who have purchased Genuity SmartStax
without the RIB Complete, the structured refiige is stil! required.

"We're committed to developing products that help improve farmers’ productivity, Farmers have told us
they want a true, single-bag refuge solution, and this registration enables Monsanto to deliver,” said
Brett Begemann, Monsanto Executive Vice President and Chief Commercial Officer. “For farmers
planting a field of Genuity SmartStax RIB Complete corn, we've simplified refuge management by
eliminating the structured refuge, which can contribute to timely, more efficient planting and on-farm
productivity.” '

2012 Fuli Commerciof Launch Remoins On-Track

With the registration now in-hand, Monsanto confirms that it expects a full commercial Jaunch in more
than 100 seed brands in 2012. The company also expects Genuity SmariStax RIB Complete will be
available in demonstration quantities in 2011 through Monsanto’s national and regional seed brands, as

well as through a limited number of licensing partners, primarily in the northern Corn Belt.

"This is a product that will truly simplify the management of my operation and improve my peace-of-
mind at the same time,” said Greene, lowa, farmer Ron Litterer. “In order to be refuge compliant on my

ljPage
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Genuity SmartStax RiB Complete fields, all /Il have to do is tear open the bag and pour the seed into my
planter. That will allow me to plant the most traited acres in every field, while complying with refuge
requirements.”

tn corn farming, a refuge is an integral component of insect resistance management. The refuge
provides a shelter for insects susceptible to Bt technology so that any rare individual insects that survive
after feeding on Bt corn can mate with susceptible insects and produce susceptible offspring. This
preserves Bt technology that helps corn plants protect themselves from insect pests.

For downloadable audio, photographs and more, please visit the press kit on Monsanto’s website.

About Monsanto

Monsanto Company is a leading global provider of technology-based solutions and agricultural products
that improve farm productivity and food guality. Monsanto remains focused on enabling both small-
holder and large-scale farmers to produce more from their land while conserving more of our world's
natural resources such as water and energy. To learn more about our business and our commitments,
please visit: www.monsanto.com. Follow our business on Twitter® at www twitter.com/MonsantoCo, on
Facebook® at www.facebook.com/MonsantoCo, or subscribe to our News Release RSS Feed.

Editors note: Monsanto corn seed brands and licensees in the Northern Corn Belt that ore expected to
have Genuity SmartStax RIB Complete product commercially ovailable in 2011 include nationol brands
DEKALB and Channel; regional brands Fontonefle, Gold Country Seed, Heritage, Hubner Seed, Jung,
Kruger, Lewis, Reo, Specialty, Stewort, Stone Seed Group and Trelgy Seeds; and also licensees of
Monsanto’s seed technology.
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U.S. ENVIRONMENTAL PROTECTION AGENCY
Office of Pesticide Programs
& e _ I?iomﬁddf; and Pi:f;;iif;) 524-595 P
£ z revention Divisien
%% Ariel Rios Building R 08 201
e prot 1200 Pennsylvania Ave., NW
Washington, D.C. 20460

‘ Term of Issuance: (~ 1 ditional

EPA Reg. Number: | Date of Issuance:

Name of Pesticide Product:
NOTICE OF PESTICIDE:
X _ Registration MON 89034 x TC1507 x MON
__ Reregistration 88017 x DAS-59122-7 RIB

funtier ETRREG s amended) Complete Insect Protected,

Herbicide-Tolerant Com

Name and Address of Registrant {include ZIP Code):

Monsanto Company
800 N. Lindbergh Blvd.
St. Louis, MO 63167

On the basis of information furnished by the registrant, the above named pesticide is hereby registered/reregistered under the Federal Insecticide,
Fungieide and Rodenticide Act. Registration i in no way to be construed as an endorsement or recommendation of this product by the Agency. In order
to protect bealth and the environment, the Administrator, on his motion, may at any time suspend or cancel the registration of a pesticide in accordance
with the Act. The acceptance of any name in connection with the registration of 2 product under this Act is not te be construed as giving the registrant 2
right to exelusive use of the name or to its use if it has been covered by others.

This product is conditionally registered in accordance with FIFRA § 3(c)(7)(A) provided that you
do the following terms and conditions

1) Submit/cite all data required for registration of your product under FIFRA § 3(c)(5) when the
Agency requires registrants of similar products to submit such data.

2) The subject registration will automatically expire on midnight October 31, 2011.

3) The subject registration is limited to MON 89034 x TC1507 x MON 88017 x DAS-55122-7 seed
blend in field corm.

4) Submit or cite all data required to support MON 89034 x TC1507 x MON 88017 x DAS-59122-7
plant-incorporated protectant products within the timeframes required by the terms and conditions
of EPA Registration Numbers 524-581.

Signature of Approving Officia: Date:

- 9'5/‘1’-'—-/ destl
£

EPA Form 8570-6
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5) Provided the registration expiration date is extended, submit an interim report on the
following data within one year and a final report within two years.

o Revised modeling incorporating the structural elements recommended by the SAP (i.e.,
explicit larval movement, switch from a frequency-based mode] to one including density-
dependent larval mortality, epistatic mechanisms for resistance in target pests) with
separate analyses for SWCB and ECB. Non-uniform oviposition should be modeled for
both ECB and SWCB, especially (but not only) for the second generation of adults which
will more likely lay eggs on Bt rather than on damaged (or crowded out) non-Bt refuge
plants in seed blends.

e Biological research on adult movement (related to mating and movement from refuges),
larval movement, larval feeding (i.e., selective feeding within corn ears or on pollen),
survival of heterozygote genotypes on MON 89034 x TC1507 x MON 88017 x DAS-
59122-7 (markers may need to be determined for heterozygotes), and the potential for
epistatic mechanisms of resistance (particularly with older instars).

6) Do the following Insect Resistance Management Program for MON 89034 x TC1507 x MON
88017 x DAS-59122-7 seed blend com.

a) Refuge Requirements for MON 89034 x TC1507 x MON 88017 x DAS-59122.7

The following information must be included on the product bag or bag-tag as sold per respective
region:

Bag or Bag-Tag for the Corn-Growing Region ]
There are no requirements for a separate structured refuge for MON 89034 x TC1507 x MON

88017 x DAS-59122-7 seed blend corn when planted in the U.S. com-growing region. The
refuge seed of MON 89034 x TC1507 x MON 88017 x DAS-5%122-7 seed blend com is
contained in the bag resulting in a refuge configuration that is interspersed within the field. SEE
THE IRM/GROWER GUIDE FOR DETAILED IRM REQUIREMENTS, including the areas
making up the corn-growing region.

Bag or Bag-Tag for the Cotton-Growing Region
Growers in the cotton-growing region of the 1J.S. who plant MON 89034 x TC1507 x MON

88017 x DAS-59122-7 seed blend corn are required to plant an additional 20% structured refuge
(i.e. 20 acres of non-B.£. com for every 80 acres of MON 89034 x TC1507 x MON 88017 x
DAS-59122-7 seed blend comn planted). The 20% refuge must be planted with corn hybrids that
do not contain B.z. technologies for the control of corn rootworms or corn borers. The refuge and
the MON 89034 x TC1507 x MON 88017 x DAS-59122-7 seed blend corn should be sown on
the same day, or with the shortest window possible between planting dates to ensure that corn
root development is similar among varieties. The structured refuge may be planted as an in-field
or adjacent {e.g., across the road) refuge, or as a separate block that is within ¥2 mile of the MON
89034 x TC1507 x MON 88017 x DAS-59122-7 seed blend corn field. SEE THE
IRM/GROWER GUIDE FOR DETAILED IRM REQUIREMENTS, including the areas making
up the cotton-growing region.

The cotton-growing region requiring the additional 20% refuge consists of the following states:
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Alabama, Arkansas, Georgia, Florida, Louisiana, North Carolina, Mississippi, South Carolina,
Oklahoma (only the counties of Beckham, Caddo, Comanche, Custer, Greer, Harmon, Jackson,
Kay, Kiowa, Tillman, and Washita), Tennessee (only the counties of Carroll, Chester, Crockett,
Dyer, Fayette, Franklin, Gibson, Hardeman, Hardin, Haywood, I.ake, Lauderdale, Lincoln,
Madison, Obion, Rutherford, Shelby, and Tipton), Texas (except the counties of Carson, Dallam,
Hansford, Hartley, Hutchinson, Lipscomb, Moore, Ochiltree, Roberts, and Sherman), Virginia
(only the counties of Dinwiddie, Franklin City, Greensville, Isle of Wight, Northampton,
Southampton, Suffolk City, Surrey, and Sussex) and Missouri (only the counties of Dunklin,
New Madrid, Pemiscot, Scott, and Staddard).

The following information regarding refuge placement for commercial production must be
included in the IRM/Grower Guide:

This product includes refuge that is interspersed within the field by planting a licensed seed-
mixture containing MON 89034 x TC1507 x MON 88017 x DAS-59122-7 and a minimum of
5% non-PIP seed. The seed mix refuge option for MON 89034 x TC1507 x MON 88017 x DAS-
59122-7 seed blend corn satisfies the refuge requirements in all regions other than in cotton
growing regions where corn earworm is a significant pest as defined below.

The seed producer must ensure a minimum of 3% non-PIP refuge seed is included with the
MON 89034 x TC1507 x MON 88017 X DAS-59122-7 in each lot of seed corn.

The interspersed refuge can only be used by planting seed corn specifically generated by
qualified seed producers/conditioners licensed by the registrant. The refuge seed in the seed
mixture may not be treated with seed-applied insecticides for comn rootworm (CRW) control
unless the MON 89034 x TC1507 x MON 88017 x DAS-59122-7 seed in the seed mixture
receives the same treatment. Insecticidal treatments labeled for adult CRW control are
discouraged during the time of adult CRW emergence.

Additional refuge requirements in cotton-growing regions where corn earworm is a
significant pest .

In cotton-growing regions where corn earworm is a significant pest, as defined below, MON
89034 x TC1507 x MON 88017 x DAS-59122-7 seed blend corn requires the planting of an
additional 20% structured refuge (i.e. 20 acres of non-Bt corn for every 80 acres of MON 89034
x TC1507 x MON-88017 x DAS-59122-7 seed blend corn planted).

The 20% refuge must be planted with corn hybrids that do not contain Bt technologies for the
control of corn rootworms or corn borers. The refuge and the MON 89034 x TC1507 x MON
88017 x DAS-59122-7 seed blend corn should be sown on the same day, or with the shortest
window possible between planting dates to ensure that corn root development is similar among
varieties, The structured refuge may be planted as an in-field or adjacent (e.g., across the road)
refuge, or as a separate block that is within ¥2 mile of the MON 89034 x TC1507 x MON 88017
x DAS-59122-7 seed blend com field. In-field refuge options include blocks, perimeter strips
(i.e., strips around the field), or in-field strips. If perimeter or in-field strips are implemented, the
strips must be at least 4 consecutive rows wide, The refuge can be protected from lepidopteran
damage by use of non-Bt insecticides if the population of one or more target lepidopteran pests of
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 seed blend corn in the refuge exceeds
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economic thresholds. In addition, the refuge can be protected from CRW damage by an
appropriate seed treatment or soil insecticide; however, insecticides labeled for adult CRW
conirol must be avoided in the refuge during the period of CRW adult emergence. Economic
thresholds will be determined using methods recommended by local or regional professionals
(e.g., Extension Service agents, crop consultants).

The cotton-growing region requiring the additional 20% refuge consists of the following states:
Alabama, Arkansas, Georgia, Florida, Louisiana, North Carolina, Mississippi, South Carolina,
Oklahoma (only the counties of Beckham, Caddo, Comanche, Custer, Greer, Harmon, Jackson,
Kay, Kiowa, Tillman, and Washita), Tennessee (only the counties of Carroll, Chester, Crockett,
Dyer, Fayette, Franklin, Gibson, Hardeman, Hardin, Haywood, Lake, Lauderdale, Lincoln,
Madison, Obion, Rutherford, Shelby, and Tipton), Texas (except the counties of Carson, Dallam,
Hansford, Hartley, Hutchinson, Lipscomb, Moore, Ochiltree, Roberts, and Sherman), Virginia
(only the counties of Dinwiddie, Franklin City, Greensville, Isle of Wight, Northampton,
Southampton, Suffolk City, Surrey, and Sussex) and Missouri (only the counties of Dunklin,
New Madrid, Pemiscot, Scott, and Stoddard). .

b) Grower Agreement for MON 89034 x TC1507 x MON 88017 x DAS-59122-7 Seed Blend
Corn

1) Persons purchasing MON 89034 x TC1507 x MON 88017 x DAS-59122-7 seed blend corn
must sign a grower agreement. The term “grower agreement” refers to any grower purchase
contract, license agreement, or similar legal document.

2) The grower agreement and/or specific stewardship documents referenced in the grower
agreement must clearly set forth the terms of the current IRM program.. By signing the grower
agreement, a grower must be contractually bound to comply with the requirements of the IRM
program.

3) Monsanto must implement a system (equivalent to what is already approved for previously
registered Monsanto Bt corn products), which is reasonably likely to assure that persons
purchasing MON 89034 x TC1507 x MON 88017 x DAS-59122-7 seed blend corn will affirm
annually that they are contractually bound to comply with the requirements of the IRM program.
A description of the system must be submitted to EPA within 90 days from the date of
registration.

4) Monsanto must use a grower agreement and must submit to EPA, within 90 days from the
date of registration, a copy of that agreement and any specific stewardship documents referenced
in the grower agreement. If Monsanto wishes to change any part of the grower agreement or any
specific stewardship documents referenced in the grower agreement that would affect either the
content of the IRM program or the legal enforceability of the provisions of the agreement relating
to the IRM program, 30 days prior to implementing a proposed change, Monsanto must submit to
EPA the text of such changes to ensure that it is consistent with the terms and conditions of this
registration.

5) Monsanto must implement a system (equivalent to what is already -approved for previously
registered Monsanto Bt corn products), which is reasonably likely to assure that persons
purchasing MON 89034 x TC1507 x MON 88017 x DAS-59122-7 seed blend corn sign grower
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agreement(s). A description of the system must be submitted to EPA. within 90 days from the
date of registration.

6) Monsanto shall maintain records of all MON 89034 x TC1507x MON 88017 x DAS-59122-7
seed blend corn grower agreements for a period of three years from December 31st of the year in
which the agreement was signed.

7) Beginning on January 31, 2012 and annually thereafter, Monsanto shall provide EPA with a
report on the number of units of MON 89034 x TC1507 x MON 88017 x DAS-59122-7 seed
blend corn seed shipped and not returned, and the number of such units that were sold to persons
who have signed grower agreements. The report shall cover the time frame of a twelve-month
period. Note: The first report shall contain the specified information from the time frame starting
with the date of registration and extending through the 2011 growing season.

8) Monsanto must allow a review of the grower agreements and grower agreement records by
EPA or by a State pesticide regulatory agency if the State agency can demonstrate that
confidential business information, including names, personal information, and grower license
number, will be protected.

¢) IRM Education and IRM Compliance Monitoring Program for MON 89034 x TC1507 x
MON 88017 x DAS-59122-7 Seed Blend Corn

1) Monsanto must design and implement a comprehensive, ongoing IRM education program
designed to convey to MON 89034 x TC1507 x MON 88017 x DAS-59122-7 seed blend corn
users the importance of complying with the IRM program. The education program shall involve
the use of multiple media, e.g. face-to-face meetings, mailing written materials, EPA-reviewed
language on IRM requirements on the bag or bag tag, and electronic communications such as by
internet, radio, or television commercials. Copies of the materials will be provided to EPA for
their records. The program shall involve at least one written communication annually to each
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 seed blend corn user separate from the
grower technical guide. The communication shall inform the user of the current JRM
requirements. Monsanto shall coordinate its education program with the educational efforts of
other registrants and other organizations, such as the National Corn Growers Association and
state extension programs.

2) Annually, Monsanto shall revise, and expand as necessary, its education program to take into
account the information collected through the compliance survey and from other sources. The
changes shall address aspects of grower compliance that are not sufficiently high.

3) Beginning January 31, 2012, Monsanto must provide a report to EPA summarizing the
activities it carried out under its education program for the prior year. Annually thereafter,
Monsanto must provide EPA any substantive changes to its grower education activities as part of
the overall IRM compliance assurance program report. Monsanto must either submit a separate
report or contribute to the report from the industry working group, Agricultural Biotechnology
Stewardship Technical Committee (ABSTC).

4) Given that MON 89034 x TC1507 x MON 88017 x DAS-59122-7 seed blend will likely
have different refuge strategies for lepidoptera and CRW than other registered Bt corn products,
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Monsanto must submit a revised compliance assurance program (CAP) within 90 days of the
date of registration. This revised CAP must be found acceptable by BPPD by April 1, 2012. This
strategy should be specific for MON 89034 x TC1507 x MON 88017 x DAS-59122-7 seed blend
corn and the new refuge requirements. Availability of non-Bt corn refuge seeds in desirable
varieties must be addressed. Compliance is an area of ongoing concern -~ recent data have shown
that refuge compliance for Bt com has fallen in recent years.

d) Insect Resistance Menitoring and Remedial Action Plans for MON 89034 x TC1507 x
MON 88017 x DAS-59122-7 Corn

Existing programs for resistance monitoring and remedial action for MON 89034 x TC1507 x
MON 88017 x DAS-59122-7 are applicable and required for MON 89034 x TC1507 x MON
88017 x DAS-59122-7 seed blend corn. Monsanto must submit a revised definition of
unexpected damage in MON 89034 x TC1507 x MON 88017 x DAS-~59122-7 seed blend corn
for resistance monitoring must also submit a remedial action plan within 90 days of the date of
registration that must be found acceptable to BPPD by April 1, 2012.

A report on results of resistance monitoring and investigations of damage reports must be
submitted to the Agency annually by August 31% each year, beginning in 2012, for the duration
of the conditional registration.

¢) Annual Reporting Requirements for MON 89034 x TC1507 x MON 88017 x DAS-59122.
7 Seed Blend Corn

1) Annual Sales: réported and summed by state (county level data available by request)
- January 31st each year, beginning in 2012;

2) Grower Agreements: number of units of MON 89034 x TC1507 x MON 88017 x DAS-
59122-7 seed blend corn seed shipped or sold and not returned, and the number of such units that
were soldto persons who have signed grower agreements, January 31st each year, beginning in
2011;

3) Grower Education: substantive changes to education program completcd previous
year, January 31st each year, beginning in 2012;

4) Compliance Assurance Program: compliance assurance program activities and results for the
prior year and plans for the compliance assurance program for the current year,
January 31st each year, beginning in 2012;

5) Compliance Survey Results: results of annual surveys for the prior year and survey
plans for the current year; full report January 31st each year, beginning in 2012;

6) Insect Resistance Monitoring Results: results of monitoring and investigations of
damage reports, August 31st each year, beginning in 2012.
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Refuge Assurance Program for MON 89034 x TC1507 x MON 88017 x DAS-59122-7
Seed Blend Corn

Monsanto and Monsanto’s seed company licensees must continue to implement a blended seed
refuge assurance program designed to ensure MON 89034 x TC1507 x MON 88017 x DAS-

59122-7 seed blend corn products are formulated with the appropriate rate of refuge seeds.
The program must include the following four elements:

Trait purity check on seed Iots prior to blending (Monsanto and Monsanto Licensees)
Standard Operating Procedures for the blending process;

Calibration of blending equipment; and

Records and data retention records for seed blend products.

Pkl Bes

e (Calibration records — Monsanto and Monsanto’s Licensees will retain
documentation for three (3) years on the equipment calibration including the
procedure, when it was conducted and the results.

e Blend proportion records (weight and kernel based) — Monsanto and Monsanto
Licensees will retain documentation for three (3) years on the keme] per pound
data of the components, the calculations to determine the proportions based on
weight and the actual weights that are blended together to make up an MON
89034 x TC1507 x MON 88017 x DAS-59122-7 seed blend corn product by seed
lot.

All records must be maintained at the Monsanto and Monsanto Licensees blending facility and
must be available for the EPA review upon request.

Within one year of the date of registration Monsanto will collect documentation from
qualification test runs that validate blend percentages from their licensees/conditioners that
praduce MON 89034 x TC1507 x MON 88017 x DAS-59122-7 seed blend corn and submit this
data to the Agency. Axny licensee/conditioner that is unable to verify their blend accuracy will
provide evidence demonstrating application and participation in the USDA USA Accredited
Seed Conditioning Program (ASCP) as outlined in ARC 1005D Appendix,

hitp://www .arns.usda.gov/ANSv1.0/ams fetch TemplateData.do?template=TemplateN&naviD=A
cereditedSeedPrograms&rightNav I=AccreditedSeedProgramsétopNav=&leftNav=&page=ASL
Program&resultType=&acct=audrevcom. ' '

Should Monsanto or Monsanto’s Licensees be notified by the USDA/AMS or State Seed Control
Officials that your seed blend products have been found to have a lower percentage of the refuge
component than is represented on the label], they must notify EPA within 30 days. This would
constitute information reportable under FIFRA section 6(a)(2).

6) Monsanto must submit revised product labeling that indicates one seed tag for use in both
cotton and non-cotton growing areas within six months.
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7) Monsanto must report on how many of their licensees (by number and percentage) color seed
January 31st each year, beginning in 2012.

If these conditions are not complied with, the registration will be subject to cancellation
in accordance with FIFRA Section 6(e). Your release for shipment of the product constitutes
acceptance of these conditions.

A copy of the stamped label is enclosed for your records.

Sincerely,

QN N——
HF T
Keith A. Matthews, Director

Biopesticides and Pollution
Prevention Division (7511P)
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Plant-Incorporated Proteetant Label

MON 89034 x TC1507 x MON 88017 x DAS-59122-7
RIB Complete™

Insect-Protected, Herbicide-Tolerant Corn
(Alternate Brand Name: Genuity® SmartStax® RIB Complete™)}
(OECD Unique Identifier; MON-89@34-3 x DAS- @1507-1 »
MON-88317-3 x DAS-59122-7)

Active Ingredients:
Bacillus thuringiensis Cryl A.105 protein and the genetic material (vector PV-ZMIR245)
necessary for its production in corn event MON 89034 (OECD Unique Identifier: MON-89@34-3)

S SRR i D0 02690

Bacillus thuringiensis Cry2 Ab2 protein and the genetic material (vector PV-ZMIR245)
necessary for its production in corn event MON 89034 (OECD Unique Identifier: MON-89@34-3)
............................................................................................................................. < 0.0053%*

Bacillus thuringiensis CrylF protein and the genetic material (vector PHP8999) necessary
for its production in corn event TC1507 (OECD Unigue Identifier: DAS- ©15@7-1).. < 0.0012%*

Bacillus thuringiensis Cry3Bbl protein and the genetic material (vector PV-ZMIR39)
necessary for its production in corn event MON 88017 (OECD Unigue Identifier: MON-83@17-3)
2 0.0079%*

Bacillus thuringiensis Cry34Ab]1 protein and the genetic material (vector PHP17662)
necessary for its production in corn event DAS-59122-7 (OECD Unique Identifier;
DAS-59122-7)crrrrerrinseriaersisrissisrensensensssmssessessmmsssssssmsssssssisnssssssossssissssansossassmisssnsamsmsessnnensens s 0:01 94%0*

Bacillus thuringiensis Cry35Abl protein and the genetic material (vector PHP17662)
necessary for its production in corn event DAS-59122-7 (OECD Unique Identifier:
DAS-59122-7) S— RV A

Other Ingredients:

CP4 EPSPS protein (5-enolpyruvylshikimate-3-phosphate synthase) and the genetic
material (vector PV-ZMIR39) necessary for its production in corn event MON 88017
............................................................................................................................. <0.0052%*

PAT protein (phosphinothricin acetyl transferase) and the genetic material (vectors
PHP17662 and PHP§999) necessary for its production in corn events TC1507 and
DAS=591227 rrrrrmnveevvsssssnssessssscessssssrssssssmssssssssmmssisssssesssssssssssssssssssnsessssssseees < 0.00045%*
*Maximum percent (wt/wt) of dry forage

1 Genuity® SmartStax® RIB Complete™ seed with this refuge configuration contains 95%
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 mixed with at least 5% non-Bt

corn within a single lot of seed.
ﬁ@@ﬁ@?ﬁq

Monsante Company 07-CR-192E-2 [Page 1 of 5
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KEEP OUT OF REACH OF CHILDREN

CAUTION
NET CONTENTS

EPA Registration No. 524-X38% 1 5
EPA Establishment No. 524-MO-002

Monsanto Company

800 North Lindbergh Blvd.
St. Louis, MO 63167

DIRECTIONS FOR USE

It is a violation of Federal law to use this product in any manner inconsistent with its
labeling. This product must be used as specified in the terms and conditions of the
registration,

This product may be combined or produced through conventional breeding with other
registered plant-incorporated protectants that are similarly approved for use in
combination, through conventional breeding, with other registered plant-incorporated
protectants to produce inbred corn lines and hybrid corn varieties with combined pesticidal
traits.

MON 89034 x TCIi507 = MON 88017 x DAS-59122-7 RIB Complete™ protects corn
crops from leaf, stalk, and ear damage caused by lepidopteran corn pests listed on this label
and root damage caused by corn rootworm larvae listed on this label. In order to minimize
the risk of these pests developing resistance to MON 89034 x TC1507 x MON 88017 x

DAS-59122-7 RIB Complete™ corn, an insect resistance management plan must be
implemented as defined in the registration terms and conditions.

Grower agreements will specify that growers must adhere to the refuge requirements that
will be described in the IRM/Grower Guide for MON 89034 x TC1507 x MON 88017 x
DAS-59122-7 RIB Complete™ torn or other applicable product use documents,

- Sales of corn hybrids that contain Monsanto’s Br corn plant-incorporated pesticide(s) must
be accompanied by an IRM/Grower Guide which includes information on planting,
production, and insect resistance management and notes that routine applications of
insecticides to control these insects are usually unnecessary when corn containing the Bt
proteins is planted.

Corn seed bags or bag tags for products containing MON 89034 x TC1507 x MON 88017
x DAS-59122-7 RIB Complete™ must include the refuge size requirement in text and
graphical format.

Monsanlo Company 07-CR-192E-2 Page2 of §
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INSECT RESISTANCE MANAGEMENT

Growers are instructed to read information on insect resistance management in the
IRM/Grower Guide.

These refuge requirements do not apply to seed increase/propagation of inbred and hybrid
seed corn up to a total of 20,000 acres per county and up to a combined United States
(U.S.) total of 250,000 acres per plant-incorporated protectant (PIP) active ingredient per
registrant per year.

The following information must be included on the product bag or bag-tag as sold per
respective region:

Bag or Bag-Tag for the Corn-Growing Region

There are no requirements for a separate structured refuge for Genuity® SmartStax® RIB
Complete™ corn when planted in the U.S. comn-growing region. The refuge seed of
Genuity® SmartStax® RIB Complete™ corn is contained in the bag resulting in a refuge
configuration that is interspersed within the field, SEE THE IRM/GROWER GUIDE FOR
DETAILED IRM REQUIREMENTS, including the arecas making up the corn-growing
region.

Bag or Bag-Tag for the Cotton-Growing Region
Growers in the cotton-growing region of the U.S. who plant Genuity® SmartStax® RIB

Complete™ corn seed are required to plant an additional 20% structured refuge (i.e. 20
acres of non-B.t. corn for every 80 acres of Genuity® SmartStax® RIB Complete™ corn
planted). The 20% refuge must be planted with corn hybrids that do not contain B.£
technologles for the control of corn rootworms or corn borers, The refuge and the Genuity®

SmartStax® RIB Complete™ corn should be sown on the same day, or with the shottest
window possible between planting dates to ensure that comn root development is similar
among varieties. The structured refuge may be planted as an in-field or adjacent (e. g S
across the road) refuge, or as a separate block that is within Y2 mile of the Genmty

SmartStax® RIB Complete™ corn field. SEE THE IRM/GROWER GUIDE FOR
DETAILED 1RM REQUIREMENTS, including the areas making up the cotton-growing
region.

The cotton-growing region requiring the additional 20% refuge consists of the following
states: Alabama, Arkansas, Georgia, Florida, Louisiana, North Carolina, Mississippi, South
Carolina, Oklahoma (only the counties of Beckham, Caddo, Comanche, Custer, Greer,
Harmon, Jackson, Kay, Kiowa, Tillman, and Washita), Tennessee (only the counties of
Carroll, Chester, Crockett, Dyer, Fayette, Franklin, Gibson, Hardeman, Hardin, Haywood,
Lake, Lauderdale, Lincoln, Madison, Obion, Rutherford, Shelby, and Tipton), Texas
(except the counties of Carson, Dallam, Hansford, Hartley, Hutchinson, Lipscomb, Moore,
Ochiltree, Robetts, and Sherman), Virginia (only the counties of Dinwiddie, Franklin City,
Greensville, Isle of Wight, Northampton, Southarnpton, Suffolk City, Surrey, and Sussex)
and Missouri (only the counties of Dunklin, New Madrid, Pemiscot, Scott, and Stoddard).

Monsanto Company 07-CR-192E-2 Page 3 of 5
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The following information regarding refuge placement for commercial production must be
included in the IRM/Grower Guide:

This product includes refuge that is interspersed within the field by planting a licensed
seed-mixture containing MON 89034 x TC1507 x MON 88017 x DAS-59122-7 and a
minimum of 5% non-PIP seed. The seed mix refuge option for MON 89034 x TC1507 x
MON 88017 x DAS-59122-7 RIB Complete™ satisfies the refuge requirements in all
regions other than in cotton growing regions where corn earworm is a significant pest
as defined below.

The seed producer must ensure a minimum of 5% non-PIP refuge seed is included with the
MON 89034 x TCI1507 x MON 88017 x DAS-59122-7 in each lot of seed cormn,

The interspersed refuge can only be used by planting seed corn specifically generated by
qualified seed producers/conditioners licensed by the registrant. The refuge seed in the
seed mixture may not be treated with seed-applied insecticides for corn rootworm (CRW})
control unless the MON 89034 x TC1507 x MON 88017 x DAS-59122-7 seed in the seed
mixture receives the same treatment. Insecticidal treatments labeled for adult CRW
control are discouraged during the time of adult CRW emergence.

Additional refuge requirements in cotton-growing regions where corn earworm is a
significant pest

In cotton-growing regions where comn earworm is a significant pest, as defined below,
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 RIB Complete™ requires the
planting of an additional 20% structured refuge (i.e. 20 acres of non-Bt corn for every 80
acres of MON 89034 x TC1507 x MON 88017 x DAS-59122-7 RIB Complete™ planted).

The 20% refuge must be planted with comn hybrids that do not contain Bt technologies for
the control of com rootworms or corn borers. The refuge and the MON 89034 x TC1507
x MON 88017 x DAS-59122-7 RIB Complete™ should be sown on the same day, or with
the shortest window possible between planting dates to ensure that corn root development
is similar among varieties, The structured refuge may be planted as an in-field or adjacent
(e.o., across the road) refilge, or as a separate block that is within % mile of the
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 RIB Complete™ field. In-field
refuge options include blocks, perimeter strips (i.e., strips around the field), or in-field
strips. If perimeter or in-field strips' are implemented, the strips must be at least 4
consecutive rows wide. The refuge can be protected from lepidopteran damage by use of
non-Bt insecticides if the population of one or more target lepidopteran pests of
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 RIB Complete™ in the refuge
exceeds economic thresholds. In addition, the refuge can be protected from CRW damage
by an appropriate seed treatment or soil insecticide; however, insecticides labeled for adult
CRW control must be avoided in the refuge during the period of CRW adult emergence,
Economic thresholds will be determined using methods recommended by local or regional
professionals {e.g., Extension Service agents, crop consultants).
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The cotton-growing region requiring the additional 20% refuge consists of the following
states: Alabama, Arkansas, Georgia, Florida, Louisiana, North Carolina, Mississippi, South
Carolina, Oklahoma (only the counties of Beckham, Caddo, Comanche, Custer, Greer,
Harmon, Jackson, Kay, Kiowa, Tillman, and Washita), Tennessee (only the counties of
Carroll, Chester, Crockett, Dyer, Fayette, Franklin, Gibson, Hardeman, Hardin, Haywood,
Lake, Lauderdale, Lincoln, Madison, Obion, Rutherford, Shelby, and Tipton), Texas
{except the counties of Carson, Dallam, Hansford, Hartley, Hutchinson, Lipscomb, Moore,
Ochiltree, Roberts, and Sherman), Virginia {only the counties of Dinwiddie, Franklin City,
Greensville, Isle of Wight, Northampton, Southampton, Suffolk City, Surrey, and Sussex)
and Missouri (only the counties of Dunklin, New Madrid, Pemiscot, Scott, and Stoddard).

Corn Insects Controlled or Suppressed

European corn borer (ECB) Ostrinia nubilalis
Southwestern corn borer (SWCB) Diatraea grandiosella
Southern cornstalk borer (SCSB) Diatraea crambidoides
Corn earworm (CEW) Helicoverpa zea

Fall armyworm (FAW) Spodoptera frugiperda
Stalk borer Papaipema nebris

Lesser corn stalk borer Elasmopalpus lignosellus
Sugarcane borer (SCB) Diatraea saccharalis
Western bean cutworm (WBC) Richia albicosta

Black cutworm - Agrotis ipsilon

Western corn rootworm (WCRW) - Diabrotica virgifera virgifera
Northern corn rootworm (NCRW) Diabrotica barberi
Mexican corn rootworm (MCRW) Diabrotica virgifera zeae

MON 89034 x TC1507 x MON 88017 x DAS-59122-7 RIB Complete™ is a product of
Monsanto’s and Dow AgroSciences’ research programs, offering unique genetic
characteristics for specific grower needs and may be protected by one or more of the
following U.S. patents: 5322938, 5352605, 5359142, 5378619, 5424412, 5554798,
5641876, 5717084, 5728925, 5804425, 6018100, 6025545, 6051753, 6063597, 6083878,
6331665, 6489542, 6645497, 6962705, 7064249, 7227056, and 7250501.

EPA Accepted: _ / [/

Monsanie Company 07-CR-192E-2 Page 5 of 5
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Public Participation for EPA-HQ-OPP-2011-0362 Pesticide Product;
Registration Issuances for PIP Seed Blend

: . Mike Mendelsohn, Robert Forrest, Kimberly .
Anthia Peters to: Smith, Earl ingram 04/08/2011 04:10 PM

Cc: Latasha While

The documents for EPA-HQ-OPP-2011-0362 (BRAD} Pesticide Product; Registration Issuances for PIP
Seed Blend are now available on Regulations.gov

Anthia C. Peters

Office of Pesticides Programs
Docket Manager

ASRC Management Services
(703) 305-0032
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BPPD has reviewed the information provided regarding the manufacturing process in
Monsanto owned facilities and concludes that:
et
“The seed weighing technology should guarang§ high accuracy around the determined
target (mean weight or mean percentage) with very low expected variance provided that
all of Monsanto s manufacturing plants maintain and follow the same procedures,

Mousanto

e degree of clumping of refuge seed may be possible. BPPD does not expect clumping of
refuge plants in the field to impact IRM for ECB and SWCB (see BPPD 2011) because of very
littie expected asymmetrical movement between the two plant types (Bt and non-Bt) for both
species as supported by Onstad and Gould (1998); "

Ls}' e seed mixing technology will be set to satisfy growers expectation of uniformity but

« Bt and refuge seed will be colored differently when seed blends are mixed in Monsanto®wned

m ufacturing plants. Monsanto is also encouraging its seed company licensees to color the Bt
nd refuge seed differently. Coloring the two types of seed differently will provide an

additional affirmation that the product is in fact a seed blend, It will also allow the

applicant to more easily test for germmahon of refuge seed (o assare the 5% refuge is

still guaranteed); -

Monsanto has submitted additional information and a generic standard operating procedure to
guarantee the same accuracy and quality assurance from independent seed dealers who are in
charge of their own seed mixing process,Unfortunately, this information was very general and

4
_\_Q]AS: ~ G b
SmartStax® B.t, Corn Seed Blend W A‘Jﬂ P
martStax® B.t, Corn Seed Blen ) )% age 17 of 49
Bigpesticides Registration Action Document @ LJM\ YV\ 4 ' 1 ] j.!
not specific enough for BEPD to ascertam that the target blend percentage will be assured in
non-Monsanto facilities. by %0
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/ \,3 SmartStax RIB
% SCHNEIDER, RUSSELL P [AG/1920]

{0:

Mike Mendelsohn
04/08/2011 01:59 PM
Show Details

Only submissions made to EPA in suzpport of the SmartStax RIB petition which were PR Notice 86-5 compliant
and/or contained data are considered as Confidential Business Information by Monsanto.

Dr. Russell P, Schneider

Senfor Direcror, Regulatory Affairs and Policy

Monsanto Company

1300 I St., NwW

Suite 450 East

Washington, DC 20005

202/383-2866

This e-mail message may contain privileged and/or confidential
information, and is intended to be received only by persons entitled
to receive such information. If you have received this e-mail in
error, please notify the sender immediately. Please delete it and
all attachments from any servers, hard drives or any other media.
Other use of this e-mail by you is strictly prohibited.

All e-mails and attachments sent and received are gubject to
monitoring, reading and archival by Monsanto, including its
subsidiaries. The recipient of this e-mail is solely responsible for
checking for the presence of "Viruses" or other "Malware".

Monsanto, along with its subsidiaries, accepts no liability for any
damage caused by any such code transmitted by or accompanying

this e-mail or any attachment.

The information contained in this email may be subject to the export
control laws and regulations of the United States, potentially
including but not limited to the Export Administration Regulations
(EAR) and sanctions regulations issued by the U.S. Department of
Treasury, Office of Foreign Asset Controls (OFAC). As a recipient of
this information you are obligated tc comply with all

applicable U.S. export laws and regulations.
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Please read insiructions on reverse before completing form. Form Approved. OMB No. 25/0-0060. Appioval Expires 2-28-85

- X] Registration OPF Identifier
& nited States Number
WE PA Environmental Protection Agency D Amendment
Washinglon, DC 20460
¢ D Other
Application for Pesticide — Section |
1. Company/Product Number 2. EPA Product Manager 3. Pioposed Classification
File Symbol 524-XXX Sheryl Reilly
Company/Product {Name) PM# None D Restricted
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 RIB Complete 92
5. Name and Address of Applicant (include ZIP Code) 6. Expedifed Review. In accordance with FIFRA Section 3{c){3)8){i), my
Monsanto Company praduct is similar or identical in composition and labeling to:
800 North Lindbergh Blvd. EPA Reg. No.
St. Louis, MO 63167
Product Name
D Check 1f this is a new address
Section ~ i
< Final printed labels In response to
[:I Amendment — Explain below, Agency letler dated
I:, Resubmission in response to Agency letter daled “Me Too" Application.
|_| Nolification — Explain below. Other — Explain below,

Explanation: Use additional page(s) if necessary. (For Section | and Section 1.)

Apptication to Register the Plant-Incorporated Pralectant, Bociflus thuringiensis Cryl A.103, Cry2Ab2, CrytF, Cry3Bbt, Cry34Abt and Cry35Ab!
Proteins and the Genetic Materiats {Vectors PV.ZMIR245, PHP§999, PV-ZMIR39, and PHP 17662) Necessary for their Production in MON 89034 x
TC1507 * MON 88017 x DAS-59122-7, with an interspersed in-field refuge configuration using a seed mixture.

Section — Il

1. Material This Product Will Be Packaged In:

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container
Yes* Yes Yes D Mets
Plastic
No No No
[ u [ Mo
* Certification must F*Yes No. per If Ves” No. per [ pager
be submitfed Unit Packaging wagt.  Conlainer Package wol. Containes
Other
{Specily)
3. Location of Net Contenls Information 4, Size(s) Retail Container $. Localion of Label Directions
[T Laber [ ] container _ [ ] onLabe
Various D On Labeling accompanying product
6. Manner in Which Label is Affixed to Produc! | _{ Lithograph D Other
| | Paper glued
1 | Stenciled
Section— |V
1. Contacl Point (Complele ifams directly befow for jdentification of individual lo be contacled, if necessary, fo process fhis appification.)
Name Title ' Telephone No. (Include Area
Russell P. Schnetder, Ph.D. Senior Director, Code)
Regulatory Affairs and Policy (202) 383-2866
Cerlification 8. Date Application
t certify thai the stalements | have made on fhis form and all attachmenis therelo are frue, accurale and complele. paEed
| acknowfedge thaf any knowingly false or misleading statermenf may be punishable by fine or imprisonment or e
both under applicable faw.
(Stamped)
2. Signalure : 3. Title
M Regulatory Affairs Manager
4. Typed Name 5. Date
J. Austin Burns, Ph.D. Tel. (314) 694-6514 April 6, 2011
EPA Form 8570-1 (Rev. 3-84) Pravious editions are obsolete. White - EPA File Copy {origlnal) Yellow Applicant Copy
Monsanto Company 07-CR-192E-2
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2 UNIT ) STATES ENVIRONMENTAL PR/ E=CTION AGENCY
WE PA 401 M Street, S. W,
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 1.25 hours
per response for registration and 0.25 hours per response for reregistration and special review activities, inclnding time for reading the
instructions and completing the necessary forms. Send comments regarding burden estimate or any other aspect of this collection of
information, inclnding suggestions for reducing the burden to Director, OPPE Information Management Division (2137), U.8,
Environmental Protection Agency, 401 M Street, 3. W., Washington DC, 20460. Do not send the completed form to this address.

Certification with Respect to Citation of Data

Applican!'s/Registranl’'s Name, Address, and Telephone Number: EPA Regislralion Number { Flle Symbol:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 524-XXX
(314) 694-6514
Active Ingredlent(s) andfor representative lest compound(s): Dale:
Bacilfus thuringiensis Cry 1AL 105, Cry2Ab2, Cry IF, Cry3Bbl, Cry34Ab! and Cry33Abt Proteins and the .
Genelic Malesials (Vectors PV-ZMIR243, PHP8999, PV-ZM!IR39, and PHP 17662) Necessary for their April 6, 2011
Production in MON 89034 *x TC1507 x MON 88017 x DAS-59122.7
General Use Patlern{s} (list all those claimed for this product using 40 CFR Part 158: Product Name:
Terrestrial field crop MON 88034 x TC1507 x MON 88017 »
DAS-59122-7 RIB Complele

NOTE: If your product is a 100% repackaging of another purchased EPA-reglstered product tabeled for all the same uses on your label, you to not
need o submil this form. You must submil the Formulalor's Exemption Staternent (EPA Form 8570-27),

D ! am responding to a Dala-Call-in Nofice, and have included with this form a lis! of companies sent offers of compensation (the Dala Matrix form
should be used for this purpose).

Section i: METHOD OF DATA SUPPORT (Check one method only)

! am using the cite-all method of suppaort, and have included with | am using the selective method of support (or cile-all option under
D this fomrn a list of companies sent offers of compensation {the E the seleclive melhod), and have Included with this form a
Dala Matrix Form should be used for this purpose). compleled list of data requiremenis (the Dala Matrix form mus! be
used},

Section ii: GENERAL OFFER TO PAY

D (Required if using the cile-all method or when using the cite-alt oplion under the selective method lo salisfy one or more data requirements)
| hereby offer and agree lo pay compensation, lo other persons, wilh regard to the approval of this applicalion, to the exlent required by FIFRA,

Section lll: CERTIFICATION

t certify that this application for registration, this form for reregistration, or this Dala-Call-In response 1S supported by all dala submitted or ciled in
the application for registralion, the form for regislralion, or the Data-Call-In response. In addition, if the cite-all option or cile-all oplion under the seleclive
melhod is indicaled in Section 1, this application is supported by alt data in the Agency’s files that {1) concern the properties or effects of this product or
an idenlical or substantially similar produc!, one or more of the ingredien!s in this product; and (2) is a fype of data that would be required to be submitted
under the dala requirements in effect on the dale of approval of this applicalion if the applicalion sought the Inilial registration of a produc! of ldentical or
similar composition and uses.

| cerdify thal for each exclusive use sludy ciled in support of this registralion or reregistralion, that | am the eriginal dala submiller or thal | have obtained
the wrillen permission of the original dala submiller to cile that study.” ' ’

! certify that for each siudy ciled in support of this registration or reregistration thal is nol an exclusive use sludy, eilther: {a) | am the original data
submiller; {b} | have obtained the permission of lhe original data submitler to use the study in support of this applicalion; {c} all periods of eligibility for
compensalion have expired for the study; (d) the sludy is in the public lilerature; (e) | have notified in writing the company that submlited the sludy and
have offered (i} to pay compensalion 1o the extent required by sections 3(c)(1)}{F) andfor 3(c)(2)(B) of FIFRA; and {il} to commence negotialions to
determine the amount! and lerms of compensation, if any, to be paid for the use of the sludy.

| certify that In all instances where an offer of compensalion is required, copies of alt offers to pay compensation and evidence of their delivery in
accordance with seclions 3{c){1)(F) and/or 3(c){2)(B) of FIFRA are avaitable and will be submitted lo the Agency upon request. Shoutd | fail to produce
such evidence to the Agency upon request, ! understand thal the Agency may iniliate aclion lo deny, cance! or suspend the redlslration of my productin
conformify wilh FIFRA.

| certlfy that the statements ! have made on this form and all attachments to it are true, accurate, and complete. ! acknowledge thal any
knowingly falsa of misteading stalement may be punishable by fine or Imprisonment of both under the applicakie law.

Signalure Dale Typed or Printed Name and Tille
b G i April 6,2011 J, Austin Bums
' Regulatory Affairs Manager

é&A’Form 8570-34 {9-97) Electronic and Paper Versions available. Submit only Paper version.
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o Form Approved OMB No. 2070-0060
ﬂE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reductlon Act Notlce: The public reporting burden for 1his collection of informalion is estimaled lo average 0.25 hours per response for registration aclivilies and 0.25 hours per
response for reregistralion and special review activities, including lime for reading the instructions and completing the necessary forms. Send comments regarding the byrden estimate or any
olher aspecl of Ihls colleclion of Information, Including suggestions for reducing the burden to: Direclor, OPPE Information Management Division {2137), U.S. Environmental Protection Agency,
401 M Sireet, S.W., Washington, DC 20460. Do not send Ihe form io this address.

DATA MATRIX
Date: April 6, 2011 EPA Reg. No./File Symbol; 524-XXX | Page I of 57
Applicant's/Regislrant's Name & Address: Producl: MON 89034 x TC1507
Monsanto Company, 800 N. Lindbergh Blvd., 81. Louis, MO 63167 MON 88017 x DAS-59122.7 RIB Complete

Ingredient  Bacithes thuringiensis Cryl A.108, Cry2Ab2, CrylF, Cry3Bbl, Cry34/35Abl Proteins and the Geunetic Materials {Vectors PV-ZMIR245, PHPR999, PV-ZMIR39, and
PHP17662) Nccessary for their Production in MON 89034 x TC1507 x MON 88017 * DAS.59122-7 (OECD Unique ldentifier: MON-89@34-3 x DAS-@15(37-1 x MON-88@317-3 x
DAS-50122.7)

Guideline Reference Number Guideline Sludy Name MRID Number Submitter Status Note

Administrative Matenials for the Application to
Register the Mlant-lncorporated Protectant, Bacifhis
rhuringiensis Cry1A.105, Cry2 Ab2, CrylF,
Cry3Bbl, Cry34Abl, and Cry35Ab1 Proteins and
the Genetic Matcrials (Vectors PV-ZMIR245,
PHP8999, PV-ZMIR39, and PHP17662) Necessary
for their Production in MON 89034 x TC1507 x -
MON 88017 x DAS-59122-7, With an Intersperscd

In-Field Refuge Configuration Using a Seed Administrative
NA Mixture Monsanto Company OWN This Application
Five Percent Sccd Mix Refuge as an Insect
Resistance Management Option for MON 89034 Supporting Data
NA TC1507 x MON 88017 x DAS-59122-7 Monsanto Company OWN This Application
The Benefits of a 5% Intersperscd In-field Refuge Bencfits
NA Option for SmartStax™ Corn Monsanto Company OWN This Application
Signature ~ Name and Title Date
""" 1. Austin Burns, Ph.D. April 6, 2011
Regulatory Affairs Manager
EPA Form8570-35 (9-97) Electronic and Paper versions available. Submlt only Paper version. Agency Internal Use
Copy
Monsanto Company 07-CR-192E-2 Page 1 of 2
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“ farm Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, SW.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporfing burden for Ihis colleclion of information Is estimated to average 0.25 hours per response for regisiration activilies and 0.25 hours per
response for reregisiration and special revlew activities, Including fime for reading the instruclions and completing the necessary forms. Send comments regarding the burden eslimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency,
401 M Sireet, S.W., Washington, BC 20460. Do not send the form to this address,

DATA MATRIX

Date: April 6,2011 EPA Reg. No fFile Symbol: 524-XXX | Page 2 of 57
Appllcant's/Regisirant's Name & Address: Producl: MON 89034 x TC1507 = MON 88017 =
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MQ 63167 . DAS-59122-7 RIB Complcte

Ingredient  Bacilfus thuringiensis Cryl A.105, Cry2Ab2, CrylF, Cry3Bbl, Cry34/35Ab1 Proteins and the Genetic Materiols (Vectors PV-ZMIR245, PHP8999, PV-ZMIR39, and
PHP17662) Necessary for their Production in MON 89034 x TC1507 X MON 88017 * DAS-59122-7 (OECD Unique Identificr: MON-89334-3 x DAS- 315@7 x MON- 88@17-3% DAS-
59122-7)

Guideling Reference Number Guideling Study Name MRID Number Submitter Status Note
Monsanto Company OWN Adininistrative
Product
Cliaracicrization
Monsaito Company OWN
Produel
Characterization
Monsanto Company OWN
Product
Cliaractenzation
Monsanio Company OWN
Signature Name and Title Date
{-' J. Austin Bums, Ph.D. April 6, 2011
: Regulatory Affairs Manager
EPA Form 357/5 (9-87) Eleclronic and Paper versions available. Submit only Paper version. Public File Copy
Mensanto Cotmpany 07-CR-192E-2 Page 2 of 2
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Revised GENSS RIB Complete ™ ™A label - revision Sy Page 1 of 2

~. Revised GENSS RIB Complete EPA label - revision
4 BURNS, J AUSTIN [AG/1000]

to:

Mike Mendelsohn

04/06/2011 06:08 PM

Cel

"SCHNEIDER, RUSSELL P [AG/1920]"

Show Details

Ly b

1 Attachment

———

Revised GENSS RIB Complete label 4-6-2011 v2_pdf
<<Revised GENSS RIB Complete label 4-6-2011 v2.pdf>>

Mr. Mendelsohn. | am attaching a second version of the revised GENSS RIB Complete [abel
with more consistent product naming throughout the document. | apologize for any
inconvenience. Please refer to this version 2, and ignore the earlier version in my email from
2:08 PM.

As mentioned in my previous note, Monsanto utilizes an IRM/Grower guide, in addition to the
bag-tag, that growers refer to for IRM instructions and conditions. Language requirements for
both the bag/bag-tag and the IRM/Grower Guide are addressed in this revised label. In
particular, the details of refuge requirements per states/counties are addressed in the Grower
Guide. Our preference is to maintain this format (the bag-tags provide basic information and
refer to the greater details in the grower guide}. This provides a consistent location for
guidance to growers across our Bt products, and works within the inherent space limitations on
the bag-tags. Some differences in communication tools exist between Bt corn technology
providers who may not utilize Grower Guides, and thus would need to include all the specific
state/county information using very small font on the bag-tags. Monsanto prefers flexibility in
our approach as this provides the most clarity to growers.

I hope this proposed approach between the bag/tag and the IRM/Grower Guide will satisfy
your needs, and we provide language for both documents (bag/bag-tags and the IRM/Grow
Guide) in the attached draft label. If this proposal is stilf a concern, | hope this format will be

possible for the projected 2011 season (bag tags already printed), and if more significant
changes are needed to the bag-tag, those could be made for the 2012 season.

Regards,
Regards,
Austin Burns, Monsanto

314-694-6514
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Revised GENSS RIB Complefn-\_!EPA label - revision B Page 2 of 2

+

From: BURNS, J AUSTIN [AG/1000]

Sent: Wednesday, April 06, 2011 2:08 PM

To: ‘mendelsohn.mike@epa.gov’

Cc: SCHNEIDER, RUSSELL P [AG/1920]

Subject: Revised GENSS RIB Complete EPA label and Forms
Importance: High

Mr. Mendelsohn, please see the revised draft EPA label and application forms to reflect the
changes you reguested this morning. Please note, a portion of this label lists required
language for the [Bag or Bag-Tag), and a second portion of the label refers to language to be
included in the [IRM/Grower Guide]. Because the IRM/Grower Guide will contain many details
for geographical IRM conditions, lists of states & county details, as well as a map and other
graphical depictions, that document is the key piece information growers obtain such
information. | hope this proposed approach between the bag/tag and the IRM/Grower Guide
will satisfy your needs, and/or will be possible for the projected 2011 season (tags already
printed), and more significant changes to the tag if necessary could be made for the 2012
season. Please don't hesitate to call if we should discuss further:

Regards,
Austin Burns, Monsanto
314-694-6514

This e-mail message may contain privileged and/or confidential
information, and is intended to be received conly by persons entitled
te receive such information. If you have received this e-mail in
error, please notify the sender immediately. Please delete it and
"all attachments from any servers, hard drives or any other media.
Other use of this e-mail by you is strictly prohibited.

‘All e-mails and attachments sent ‘and received are subject to
monitoring, reading and archiwval by Monsanto, including its
subsidiaries. The recipient of this e-mail is solely responsible for
checking for the presence of "Viruses" or other "Malware".

Monsanto, along with its subsidiaries, accepts no liability for any
damage caused by any such code transmitted by or accompanying

this e-mail or any attachment.

The information contained in this email may be subject to the export
control laws and regulaticns of the United States, potentially
including but not limited teo the Export Administration Regulations
{EAR) and sanctions regulations issued by the U.S. Department of
Treagsury, Office of Foreign Asset Controls (OFAC}. As a recipient of
this information you are obligated to comply with all

applicable U.S. export laws and regulations.
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= UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WE PA 401 M Street, S. W.
WASHINGTON, D.C. 20480

Paperwork Reduction Aet Notiee: The public reporting burden for this collection of infermation is estimated to average 1.25 hours
per response for registration and 0.25 hours per response for reregistration and special review activities, including time for reading the
instructions and completing the necessary forms. Seod commeots regarding burden estimate or any other aspect of this collection of
information, including supgestions for reducing the burdes to Director, OPPE Information Management Division (2137), U.S.
Environmeotal Protection Agency, 401 M Street, 5. W., Washington DC, 20460. Do not send the completed form to this address.

Certification with Respect to Citation of Data

Appiicant's/Registrant's Name, Address, and Telephone Number: EPA Registration Number / Fiie Symbol:
Monsanto Company, 800 N, Lindbergh Blvd., St. Louis, MO 63167 534 XXX
(314) 694-6514
Active ingredient{s) andfor representalive test compound(s): Dale:
Bactitus vhuringlensis Cry LA 105, Cry2 Ab2, CrytF, Cry3Bbt, Cry34Abt and Cry35Abt Proleins and the .
Genelic Malcrials {Veclors PY-ZMIR245, PHP8999, PV-ZMIR3S, and PHPt 7662) Necessary for their April 6, 2011
Produciion in MON 85034 x TC1507 » MON 880f7 x DAS-558122.7
Generai Use Pattem(s) (iist aii thoze claimed for this product using 40 CFR Part 158: Product Name;
Ten_-cstria] ﬁeld crop MON 85034 = TCI507 = MON 88017 =

DAS-59122~7 RIB Compilele

NOTE: if your product is a 100% repackaging of another purchased EPA-registered product iabeied for al! the same uses on your iabel, you do not
need to submit this form. You must submit the Formuialor's Exemption Statement (EPA Form 8570-27),

I:l i am responding to a Data-Cail-in Nolice, and have included with this form a iist of companies sent offers of compensation (the Data Matrix form
shouid be used for this purpose).

Section I: METHOD OF DATA SUPPORT (Check one method only)

i am using the ciie-ail method of support, and have included with i am ysing the seiective method of support {or cite-aii oplion under
I:l this form a list of companies sent offers of compensation (the g the selective method), and have Inciuded wiih this form a
Data Matrix Form shouid be used for this purpose). compieted list of data requirements (the Data Mairix form must be
used).

Section Il; GENERAL OFFER TO PAY

I:l [Required if using the cite-aii meihod or when using the cite-ali option under the seiective method to satisfy one or more data requirements]
i hereby offer and agree to pay compensation, to olher persons, wilth regard to the approvai of this application, to the extent required by FiIFRA.

Section lll: CERTIFICATION

i certify that this appiication for registration, this form for reregistration, or ihis Data-Caii-in response is supported by ail data submitted or cited in
the appifcation for registration, the form for registration, or the Data-Cati-in response. in addition, If the cite-aii option or cite-aii option under the selective
meihod is indicated in Section t, this appiicalion is supported by aii data in the Agency's fiies that { 1) concern the properties or effacts of this product or
an idenlical or substanBaily simitar product, one or more of the ingredients in this product; and (2} is a type of data that would be reguired to be submitted
under the dala requirements in effect on the date of approvai of this appiication if ihe appiication sought the initial registration of a product of identicai or
simiiar composition and uses.

i certify that for each exciusive use study cited In support of this registration or reregistration, that i am the originai data submitter or that i have obtained
the written permission of the originai data submitter to cite that study. .

i certify that for aach study cited in support of this registration or reregisiration that is not an exclusive use siudy, either: (g} | am the originai data
submitier; (b) i have obtained the permission of the original data submitier io use the study in support of this application; {c} aii periods of eligibiiity for
compensation have expired for the study; (d) the siudy is in the pubiic iiteraturs; (e} { have notified in wiliing the company that submitted the study and
have offered (i} fo pay compensation to the exten! required by seclions 3{c}{1}F) andfor 3(cX2){(B) of FIFRA; and (ji} to commence negobations to
determine fhe amount and terrns of compensation, if any, to be paid for the use of the study.

i certify that in ali instances where an offer of compensation is required, copies of aii offers to pay compensation and evidence of their deiivery in
accordance with sections 3{c){1){F) and/or 3{¢)(2)(B) of FIFRA are avaiiabie and wiii be submitled fo the Agency upon request, Shouid ! faii to produce
stich evidence to the Agency upon request, | understand that the Agency may initiate aclion to deny, cancei or suspend the registration of my produci in
conformity with FiFRA, .

{ certify that the statements | have made on this form and ail attachments to it are true, accurate, and compiete. i acknowiedge that any
knowingly faise of misieading statement may be punishabie by fine or imprisonment of both under the applicable iaw.

Signature Date : Typed or Printed Name and Titte

4 M/ April 6,2011 J. Austin Burms
a SR AT ALY

Regulatory Affairs Ma.nager

BRAForm 8570-34 (8-97) Eiectronlc and Paper Versions avaiiabie. Submit only Paper version.

Monsanto Company 07-CR-192E-2 Page1lof 2
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Ploase read insiructions on reverse hofore compleling form.

S

Form Approved, OMB No. 2070-0060. Approval Expires 2-28.85

United States

SEPA

Environmental Protection Agency
Washinglon, DC 20460

OPP tdentiffer

Registration
Number

Amendment

L]
D Other

Application for Pesticide — Section |

t. Company/Product Number 2. EPA Product Manager 3. Proposed Classification
File Symbol 524-XXX Sheryl Reilly
Company/Product (Name) Phi# Nong D Reslricled
MON 59034 x TC1507 x MON 88017 x DAS-59122-7 RIB Complete 92

5. Name and Address of Applicant (fnclude ZIP Code)
Monsanto Company

800 North Lindbergh Blvd,

St, Louis, MO 63167

6. Expedited Review. In accordance with FIFRA Section 3(c){3)(B){E), my

product Is simllar or identical in composition and fabeling fo:
EPA Reg. No.

Product Name

D Check if thls is a new addsess

Section - i

Amendment — Explain below.

L]
[]

Resubmisslon In response o Agency letter dated

Notlfication — Explain beiow.

Final printed lzbels in response to
Agency ictter dated

"Me Tod" Application.

L]
[]
X

Other — Explain befow.

Explanation: Use additionai page(s) if necessary. (For Seciion | and Sectio

TC1507 x MON 83017 x DAS-59122-7, with an intcrspersed in-ficld refuge

nll)

Appticarion to Register the Plant-Ingorporated Protectant, Bacillus rhuringiensis Cryt A.105, Cry2Ab2, CrylF, Cry3Bbi, Cry34Abl and Cry35Ab1
Proteins and the Genetic Materials {Vectors PV-ZMtR245, PHP8999, PV-ZMIR39, and PHP t7662) Necessary for their Producrion in MON 89034 x

configuration using a seed mixture.

Section— 11l

t, Materiai This Product Wiil Be Packaged In:

Child-Resistant Packaging . Unit Packaging Waler Soluble Packaging 2. Type of Container
Yes* Yes Yes D :Ietat
astic
No N
I:' No D - D 2 [ ciass
* Gerdification must T*Yes* No. per If "Yes" No. per D Paper
be submitted Unil Packaging wgt.  Container Package wai. Container D ot
er
{Specify)
3. Location of Net Contenis Information 4. Size(s} Retail Container 5, Location of Labe! Directions
[ ] Label [ ] container ' . [] on Laet
Various D Cn Labeling accompanying product
6. Manner in Which t.abel is Affixed to Product [ ] Lithograph L] other
l: Paper gived
[] stenciiea
Section ~ IV
t. Contact Poinl {Complete iferns directly below for idaniificallon of individual fo be conlagled, if necessary, fo process this appilcalion.)
Name Title Tetephone No. {include Area .
Russell P. Schneider, Ph.D. Senior Director, Code)
Regulatory Affairs and Policy (202) 383-2866
Certification 6. Data Application
{ cedify that the sfalemenis | have made on lhis form and el aftachments therelo are true, accurale and complele. Riscuved
{ acknowledge thal any knowingly false or misfeading slelement may be punishable by fing or imprisonment or celve
hoih under applicable law.
(Stamped)
2. Signature 3. Title
M Regulatory Affairs Manager
4, Twred Name 5. Date
J. Austin Burns, Ph.D. Tel. (314) 694-6514 April 6, 2011
EPA Form 8570-1 (Rev. 3-24) Previous editions are obsolete. White - EPA Fiie Copy (origlnat) Yeliow Appiicant Copy

Monsanto Company 07-CR-192E-2
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SEPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

Washington, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notlce: The public reporting burden for this collecllon of intormation is eslimated lo average 0.25 hours per response for regisiratlon aclivities and 0.25 hours per
response for rereglstration and speciat review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any

other aspect of thls cotlection of information, Including suggestions for reducing the burden to; Director, OPPE Information Management Division {2137), U.S. Environmeantal Protection Agency,
401 M Sheet, 3.W,, Washington, DC 20460. Do not send the form fo this address.

DATA MATRIX

Date: April §,2011

EPA Reg. No./File Symbol: 524-XXX | Page | of 57

Applicant’s/Regisirant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St, Louis, MO 63167

Product;

MON 89034 x TC1507
MON 88017 x DAS-59122-7 RIB Complete

Ingregient  Baciflus thuringiensis Cryl A.105, Cry2Ab2, CrylF, Cry3Bbl, Cry34/35Abt Proteins and the Genetic Materials {Vectors PV-ZMIR245, PHP8999, PV-ZMIR3Y, and
PHP17662) Necessary for their Production in MON 89034 x TC1507 x MON 88017 x DAS-59122-7 {(QECD Unique Identifier: MON-89G34-3 x DAS-81567-1 x MON-88¢317-3 =

DAS-59122-7)

Guideline Reference Number

Guideline Study Name

MRID Number

Submitier

Status

Note

NA

Administrative Materials for the Application to
Register the Plant-Incorporated Protectant, Bacithes
thiringfensis Cryl A. 103, Cry2Ab2, CrytF,
Cry3Bbt, Cry34Abl, and Cry35Ab1 Protcins and
the Genetic Materials (Vectors PV-ZMIR245,
PHP8999, PV-ZMIR39, and PHP17662) Necessary
for their Preduction in MON 89034 x TC1507
MON 88017 * DAS-59122-7, With an Interspersed
In-Field Refuge Configuration Using a Seed
Mixture

Monsanto Company

OWN

Administrative
This Application

NA

Five Percent Seed Mix Refuge as an lnsect
Resistance Management Option for MON 89034 x
TC1507 x MON 88017 x DAS-59122-7

Monsanto Company

OWN

Supporting Data
This Application

NA

The Benefits of a 5% Interspersed In-field Refuge
Option for SmanStax™ Corn

Monsanto Company

OWN

Bcnefits
This Application

Sipnature

e

Name and Title
J. Austin Bums, Ph.D.
Regulatory Adffairs Manager

Date
April 6,2011

EPA Formm8570-35 {6-97) Eleclrenic and Paper verstons available, Submit onty Paper version.

Copy

Monsanto Comparny

07-CR-192E-2

Agency internat Use

Page 1 of 2
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~ Form Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washirlgton, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registraion activities and 0.25 hours per
response for reregistration and specia review activities, Including time for reading the instructions and compieiing the necessary forms. Send comments regarding the burden eslimate or any
other aspect of this coliection of information, including suggestions for reducing the burden to: Director, OPPE information Management Division (2137}, 1.5, Environmentat Protection Agency,
401 M Street. SW., Washington, DC 20460. Do not send the form io this address.

DATA MATRIX
Date: April 6,2011 EPA Reg. NoJFile Symboi: 524-XXX | Page 2 of 57
Applicanl's/Reglstranl's Name & Address; Produci: MON 22034 x TC1507 x MON 88017 »
Monsante Company, 800 N. Lindbergh Blvd,, St. Louis, MO 63167 DAS-50122-7 RIB Complcte

Ingredient  Baciflus thuringiensis Cryi A.105, Cry2Ab2, Cry!F, Cry3Bbi, Cry34/35Ab1 Protcins and the Genetic Materials (Vectors PV-ZMIR245, PHP899%, PY-ZMIR39, and
PHP17662) Necessary for their Production in MON 89034 = TC1507 * MON 88017 x DAS-52122-7 (OECD Unique Identificr; MON-89@34-3 x DAS- @15037 x MON- 331 7-3x DAS-
59122-7y

Guideiine Reference Number Guideine Study Name MRID Number Submiler Slatus Note
Monsanto Company OWN Administrative
Product
Characterization
Monsanto Company OWN
Product
Characterization
Monsanto Conpany OWN
Product
Characterization
Maonsanto Company OWN
Signature Name and Title Date
VL L 1. Austin Butns, Ph.D. April 6,2011
- Regulatory Affairs Manager
EPA Form 8570-35 (9-97) Elecironi¢ and Paper versions avaitabie. Submit onty Paper version. Pubtic File Copy
Monsanto Company 07-CR-192E-2 Page 2 of 2

275



Page 1 of 1

Revised GENSS RIB Complete EPA label and Forms
BURNS, J AUSTIN [AG/1000]

to:

Mike Mendelsohn

04/06/2011 03:08 PM

Ces

"SCHNEIDER, RUSSELL P [AG/1920]"

Show Details

2 Attachments

. or (8
% grs

Revised GENSS RIB Complete EPA forms 4-6-2011.PDF Revised GENSS RIB Complete EPA label 4-6-2011.pdf

Mr. Mendelsohn, please see the revised draft EFA label and application forms to reflect the changes you
requested this morning. Please note, a portion of this label lists required language for the [Bag or Bag-Tag|,
and a second portion of the label refers to language to be included in the [IRM/Grower Guide]. Because the
IRM/Grower Guide will contain many details for geographical IRM conditions, lists of states & county details,
as well as a map and other graphical depictions, that document is the key piece information growers obtain
such information. | hope this proposed approach between the bag/tag and the IRM/Grower Guide will satisfy
your needs, and/or will be possible for the projected 2011 season (tags already printed), and more significant
changes to the tag if necessary could be made for the 2012 season. Please don't hesitate to call if we should
discuss further:

Regards,
Ausfin Burns, Monsanto
314-694-6514

This e-mail message may contain privileged and/or confidential
information, and is intended to be received only by persons entitled

to receive such information. If you have received this e-mail in error,
please notify the sender immediately. Please delete it and

.all attachments from any servers, hard drives or any other media. Other
use of this e-mail by you is strictly prohibited.

All e-mails and attachments sent and received are subject to wonitoring,
reading and archival by Monsanto, including its

subsidiaries. The recipient of this e-mail is solely responsible for
checking for the presence of "Viruses" or other "Malware".

Monsanto, along with its subsidiaries, accepts no liability for any damage
caused by any such code transmitted by or accompanying

this e-mail or any attachment.

The information contained in this email may be subject to the export
control laws and regulations of the United States, potentially

including but not limited to the Export Administration Regulations (EAR)
and sanctions regulations issued by the U.S. Department of

Treasury, Office of Foreign Asset Controls (OFAC). As a recipient of this
information you are obligated to comply with all

applicable U.8. export laws and regulations.
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SO ST UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

2 kS WASHINGTON, D.C. 20460
AN /4
% wffff
March 29, 2011
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES
RUSSELL P. SCHNEIDER
MONSANTO COMPANY
MONSANTO COMPANY

1300 I STREET, NW, SUITE 450 EAST
WASHINGTON, DC  20005-

Report of Analysis for Compliance with PR Notice 86-5

Thank you for your submittal of 22-MAR-11. Our staff has completed a preliminary
analysis of the material. The results are provided as follows:

We are unable to accept your data submittal for further processing and review, because of
the significant deficiencies noted below. It is being refurned to you for correction. If deficiencies
were found which apply to your overall submission, they are described immediately following
this paragraph. If problems are found with individual studes, they are described below linked to
the study identifier found on the enclosed copy of your bibliography.

Rejected Study [01]:

* Judging from the pagination of the study, pages 36-38 were omitted from the
submitted copy.

*  Your Statement of No Data Confidentiality Claims is contradicted by the markings on
pages 1-35 of the study. If you do not intend to make Supplemental Claims of Data
Confidentiality you can explicitly override these markings when you resubmit this study.
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MONSANTO
im~zine
fiarisariio LOMrany
8oo N. 1inossrRcH BLvo,
3t. lows, MISSOURI 6167
http:/ /wwiw.monsanto.com
March 21, 2011
Document Processing Desk
Office of Pesticide Programs (7504P)
U.S. Environmental Protection Agency
Room S-4900, One Potomac Yard
2777 South Crystal Drive
Arlington, VA 22202-4501
Attn: Dr. Sheryl Reilly, Branch Chief, Microbial Pesticides Branch, Biopesticide and

Pollution Prevention Division (751 1P)

Subject: Monsanto and Monsanto Licensee SmartStax® RIB Manufacturing Standard
Operating Procedures; EPA File Symbol 524-LOL

Dear Dr. Reilly:

Pursuant to the SmartStax® RIB registration request currently pending with the Agency,
Monsanto hereby submits manufacturing information pertinent to both Monsanto (DeKalb) and a
Monsanto licensee (Wyffels). Accompanying this letter are four manufacturing Standard
Operating Procedures (SOPs) for your review, These SOPs describe the blending process for a
seed mix of 95% SmartStax (MON 89034 x TC1507 x MON 88017 x DAS-59122-7) with 5%
non-Bt seed.

The documents accompanying this letter have been classified “A* or “B”, as defined by the
Agency:

= Category “A”: Materials that can be released to anyone, regardless of affiliation to a
foreign or multi-national pesticide producer.

=  Category “B™: Information can be released only to individuals that attest thev are not

employees or agents of a foreign or multi-national pesticide producer, as per FIFRA
Section 10(g).

Meonsanto Company 07-CR-192E-E3 Page 1 of 2
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Documents accompanying this letter:

Document Category
Cover letter A
Transmittal document A

Administrative Materials for Monsanto
and Monsanto Licensee SmartStax® RIB
Manufacturing Standard Operating
Procedures

Monsanto and Monsanto Licensee
SmartStax® RIB Manufacturing B
Standard Operating Procedures

If you have any questions regarding this submission, please do not hesitate to contact Dr. Russell
P. Schneider at 202-383-2866 or myself at 314-694-6425.

Sincerely,

< cadondil

Jeffrey T. Bookout, M.S. :
Regulatory Affairs Manager, Monsanto Company

ce: Mr. Mike Mendelsohn, EPA BPPD
Dr. Alan Reynolds, EPA BPPD
Dr. Russell P. Schneider, Monsanto Company
Mr. Daniel J. Jenkins, Monsanto Company

Monsanto Company 07-CR-192E-E3 Page 2 of 2
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MONSANTO

TRANSMITTAL DOCUMENT

SUBMITTED BY
Monsanto Company

800 N. Lindbergh Blvd.
St. Louis, MO 63167

REGULATORY ACTION IN SUPPORT OF WHICH
THIS DOCUMENT IS SUBMITTED

Monsanto and Monsanto Licensee SmartStax® RIB Manufacturing Standard Operating
Procedures

EPA File Symbol 524-LOL

TRANSMITTAL DATE

March 21, 2011

MONSANTO REFERENCE No.

07-CR-192E-E3

Monsanto Company 07-CR-192E-E3 Page 1 of 2
281



LIST OF SUBMITTED DOCUMENTS

Administrative Materials

Administrative Materials for Monsanto and Monsanto Licensee SmartStax® RIB Manufacturing
Standard Operating Procedures

MRID Number At ¢t re

Additienal Information

Monsanto and Monsanto Licensee SmartStax® RIB Manufacturing Standard Operating
Procedures

MRID Number Reject {01)

Company Official: @’/ —ra o /,_\ 3~2( ~//

y&y Bookout, M.S. Date
Regulatory Affairs Manager
(314) 694-6425

Company Name:  Monsanto Company

Company Contact: Russell P. Schneider, Ph.D.
Senior Director, Regulatory Affairs and Policy -
Washington D.C.
(202) 383-2866

Monsanto Company 07-CR-192E-E3 Page 2 of 2
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MONSANTO
imagine

Monsanto COMPANY
8co N. LINDBERGH BiLvp,

S7. Lows, MIssour! 63167
hitp:/ fwaww.monsante.com

March 21, 2011

Document Processing Desk

Office of Pesticide Programs (7504P)
U.S. Environmental Protection Agency
Room S5-4900, One Potomac Yard
2777 South Crystal Drive

Arlington, VA 22202-4501

Atin: Dr. Sheryl Reilly, Branch Chief, Microbial Pesticides Branch, Biopesticide and
Pollution Prevention Division (7511P)

Subject: Monsanto and Monsanto Licensee SmartStax® RIB Manufacturing Standard
Operating Procedures; EPA File Symbol 524-LOL

Dear Dr. Reilly:

Pursuart to the SmartStax® RIB registration request currently pending with the Agency,
Monsanto hereby submits manufacturing information pertinent'to both Monsanto (DeKalb) and a
Monsanto licensee (Wyffels). Accompanying this letter are four manufacturing Standard
Operating Procedures (SOPs) for your review. These SOPs describe the blending process for a
seed mix of 95% SmartStax (MON 89034 x TC1507 x MON 88017 x DAS-59122-7) with 5%
non-Bt seed.

The documents accompanying this letter have been classified “A” or “B”, as defined by the
Agency:

» Category “A”: Materials that can be released to anyone, regardless of affiliation to a
foreign or multi-national pesticide producer. 333

+ 2
>

» Category “B”: Information can be released only to individuals that attest they’are hot
employees or agents of a foreign or multi-national pesticide producer, as per FIFRA
Section IO(g) 25 3 E

e Uuw

JJJJJJ

Monsante Company 07-CR-192E-E3 Page 1 of 2
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Documents accompanying this letter:

Document Category
Cover letter A
Transmittal document A

Administrative Materials for Monsanto
and Monsanto Licensee SmartStax® RIB
Manufacturing Standard Operating
Procedures

Monsanto and Monsanto Licensee
SmartStax® RIB Manufacturing B
Standard Operating Procedures

If you have any questions regarding this submission, please do not hesitate to contact Dr. Russell
P. Schneider at 202-383-2866 or myself at 314-694-6425.

Sincerely,

Jeffrey T. Bookout, M.S.
Regulatory Affairs Manager, Monsanto Company

ce: Mr. Mike Mendelsohn, EPA BPPD
Dr. Alan Reynolds, EPA BPPD
Dr. Russell P. Schneider, Monsanto Company
Mr. Damiel J. Jenkins, Monsanto Company T

ILFIEY
-] » ?

L t¥337
Ll Ll
1 + 3
i
IR
3
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Monsanto Company 07-CR-192E-E3 Page 2 of 2
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MONSANTO

]
g

TRANSMITTAL DOCUMENT

SUBMITTED BY

Monsanto Company
800 N. Lindbergh Blvd.
St. Louts, MO 63167

REGULATORY ACTION IN SUPPORT OF WHICH
THIS DOCUMENT IS SUBMITTED

Monsanto and Monsanto Licensee SmartStax® RIB Manufacturing Standard Operating

Procedures

EPA File Symbol 524-LOL

TRANSMITTAL DATE

March 21, 2011

MONSANTO REFERENCE No.

07-CR-192E-E3

Monsanto Company 07-CR-192E-E3

Page 1 0f2
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LIST OF SUBMITTED DOCUMENTS

Administrative Materials

Administrative Materials for Monsanto and Monsanto Licensee SmartStax® RIB Manufacturing
Standard Operating Procedures

MRID Number A\ tin i destve

Additional Information

Monsanto and Monsanto Licensee SmartStax® RIB Manufacturing Standard Operating
Procedures

MRID Number Reject (01)

Company Official: Gt Mﬁ S~el-4
effi€y Z Bookout, M.S. Date
Regulatory Affairs Manager
(314) 694-6425

Company Name: Monsanto Company

Company Contact: Russell P. Schneider, Ph.D.
Senior Director, Regulatory Affairs and Policy
Washington D.C.
(202) 383-2866

Monsanto Company 07-CR-192E-E3 Page 2 of 2
286



MONSANTO ¥

Mensanto and Monsanto Licensee SmartStax” RIB Manufacturing Standard
Operating Procedures

SmartStax®
EPA File Symbol 524-LOL

Monsanto Company 07-CR-192E-E3 Page 1 of 5
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United Stales

Envirenmental Protection Agency
Washington, DC 20460

QPF ldenlifiar
Number

) L_l Registration
Amendment

Other

Application for Pesticide — Section |

}-Eompanyrpmducl Number 2. EPA Product Manager 3. Propesed Classification
EPA File Symbol 524-LOL Shery! Reilly
Company/Producl (Name) PM# Nane ‘:’ Restricted
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 92

Monsanto Company
800 N. Lindbergh Blvd,
St. Louis, MO 63167

D Check if this is a new address

5. Name and Address of Applicant {Include ZIP Code)

6. Expedited Review. In accordance wilh FIFRA Secticn 3(c)(3)(B)(),

my product is similar or identical in composition and Iabeling to:
EPA Reg. No.

Product Name

Section - |l

L]
L]
[]

Amendment — Explain below.

Naotification - Explain below.

Resubmission in response to Agency letter daled

Final printed labels in response to
Agency letter dated

‘Me Too" Application.

Other — Explain below.

Explanation: Use additional page(s) if necessary. (For Seclion ! and Section Il.)
Monsanto and Monsanto Licensee SmartStax® RIB Manufacturing Standard Operating Procedures

Section - |l

1. Material This Product Will Be Packaged In:

Child-Resistant Packaging Unit Packaging Waler Soluble Packaging 2 Tﬂ’e of Container
Plastic
No No No
0 ] O Lo ek
Certification must If “Yes™ Ne. per. IfYes” No. per [ ] paper
be submitted Unit Packaging Container Package wat. Conlainer
wgl. D Other
(Specify)

|:| Container

D Label

‘ 3. Localion of Net Contents Information

4. Size(s) Retail Container

5, Localion of Label Bireclions
D On Label

D On Labeling accompanying producl

8. Manner in Which Label is Affixed to Product

D Lithograph
D Paper glued

[ ] stenciled

[] other

Section - IV

1. Centact Point (Complete itans direclly below for identification of individual fo be cenfacled, if necessary, to process lhis application.}

Name

Dr. Russell P. Schneider

Title

Senior Director, Regulatory Affairs and

Telephone No. (include Area
Coda)

Policy (202) 383-2866

Certification

1 certify thal the stalements | have made on fhis form and alf altachmenfs thereto are true, accurate and complete.

8. Dale Application

! acknowledge Ihat any knowingly false or misleading stalement may be punishable by fine or imprisenment or Received
both under epplicable law.
(Stamped)
2. Signature f 3. Title
f%_ E : T Bwd Regulatory Affairs Manager
4. e 5, Date
Jeffrey T. Bookout  Tel. (314) 694-6425 March 21, 2011

Please read Insiructions on reverse before compleling form.

EPA Form 8570-1 (Rev. 3-94) Previous editions are obsolate. White - EPA File Copy (original)

Monsanto Company

07-CR-192B-E3

Form Approved. OMB No. 2070-0080. Approval Expires 2-28-85
Yellow - Applicant Copy

Page 2 of 5
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S. W.
WASHINGTON, D.C. 20460

Paperwark Reduction Act Notice: The public reporting burden for this collection of informalion is estmated to average t.25 hours per response for
registration and 0.25 hours per response for reregistration and special review activities, including ime for reading the instructions and completing the
necessary forrns. Send comments regarding burden estimate or any other aspect of this collection of information, including suggestions for reducing the
hurden to Director, OPPE Information Management Division (2 137), U.S. Environmental Protection Agency, 40t M Street, 5.W., Washington DC, 20460.
Do not send the completed form to this address.

Certification with Respect to Citation of Data

fiox
Appllcant's/Registrant's Name, Address, and Telephone Number:  (314) 694-6425 EPA Registration Number / File Symbol:
Monsanto Company, 800 N. Lindbergh Blvd., 8t. Louis, MO 63167 524-L.OL

Aclive Ingredient(s) andior representative test compound(s): Baciflus thuringiensis Cryl A.105, | pDate:
Cry2Ab2, CryIF, Cry3Bbl, Cry34/35Ab1 Proteins and the Genetic Materials (Vectors PV-
ZMIR 2435, PHP8999, PV-ZMIR39, and PHP 17662) Necessary for their Production in March 21, 2011
MON 89034 x TC1507 x MON 88017 x DAS-59122-7

General Use Pattem(s) (lIst all those claimed for this product using 40 CFR Part 158: Product Name: MON 89034 x TC1507 x
Terrestriai field crop MON 88017 x DAS.59122-7

NOTE: If your product is 2 t00% repackaging of ancther purchased EPA-registered product labeled for all the same uses on your label, you do not
need to submit this form. You must submit the Formutator's Exemption Statement (EPA Form 8570-27).

D | am responding to a Data-Call-in Notice, and have included wilh this form a list of companies sent offers of compensation (the Data Matrix form
should be used for this purpose}.

Section I: METHOD OF DATA SUPPORT (Check one method only)

1 am using the cite-all method of suppoert, and have included with | am using the selective methed of support (or cite-all oplion under
D this form a list of companies sent offers of compensation {the the setective methed), and have included with this form a
Data Matrix Form should be used for this purpose). #~  gompleted list o data requirements (the Oata Matrix form must be
used),

._ Section |l: GENERAL OFFER TO PAY
1

G [Required if using the cite-all method or when using the cite-all option under the selective method to satisfy one or more data requirements) —i
| hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent required by FIFRA.

Section lll: CERTIFICATION

t certify that this application for registralion, this form for rereglstration, or this Data-Call-In response is supperled by all data submitted or cited in
the application for registration, the form for reglstration, or the Data-Call-In response. In addition, if the cite-all option or cite-all option under the selective
method is indicated in Section t, this application is supported by alt data In the Agency’s files that { t) concem the properties or effects of this product or
an identical or substaniiatly similar product, one or more of the Ingredients In this product; and (2) Is a type of data that would be required to be submitted
under the data requirements in effect on the date of approval of this application if the application sought the initial registration of 2 product of identical or
similar composition and uses.

t certify that for each exclusive use study cited in support of thls registration or reregistration, that 1 am the original data submitter or that | have obtained
tha written permissicn of the criginal data submitter to cite that sludy.

| certify that for each study cited in support of this registration or reregisiration that is not an exclusive use study, either: {a} t am the original data
submitter; (b) | have obtained the permission of the original data submitter to use the study in support of this application; (c) all periods of eligibility for
compensalion have expired for the study; (d) the study is in the public literature; {&) | have nolified in writing the company that submitied the study and
have offered (i) to pay compensation to the extent required by seclions 3(c)( t{F) and/or 3(c)(2)(B} of FIFRA; and (ii} to commence negotiations to
determine the amount and terms of compensation, If any, to be paid for the use of the study.

| certify that In all instancas where an offer of compensation is required, copies of all offers to pay compensation and evidence of their dslivery in
accordance with sactions 3{c)(1)(F) andfor 3{c)(2)(B) of FIFRA are available and wilt be submitted to the Agency upon request. Should | fail to produce
such evidence to the Agency upon request, | understand that the Agency may Initiate action to deny, cancel or suspend the registration of my product in
conformity with FIFRA.

t certlfy that the statements | have made on this form and all attachments to it are true, accurate, and complete. [ acknowledge that any
knowlngly false of misleading statement may be punishable by fine or Imprisenment of both under the applicable taw,

Signature Cate Typed or Brinted Name and Title

/%/? W March 21, 2011 Jeffrey T. Bookout, M..S.
/er Reguiatory Affairs Manager

Monsanto Company 07-CR-192E-E3 Page 3 of 5
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e J:

~ “ Form Approved OMB No, 2070-0060
< EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporfing burden for this collection of informafion is esfimated 1o average 0.25 hours per response for registration activities and 8.25 hours per
response for reregistralion and special review aclivities, including time for reading Ihe instructions and compleling the necessary forrns. Send comments regarding the burden estimate or any
other aspect of this colleetion of informalton, including suggestions for reducing lhe burden fo: Direclor, OPPE Informalion Management Bivision (2137), U.S. Environmental Proteclion Agency,
401 M Streel, S.W., Washington, BC 20460. Bo nol send the form to this address.

DATA MATRIX
Date: March 21,2011 EPA Reg. No.JFile Symbol: 524-LOL | Page 1 of t
Applicant's/Registrant's Name & Address: Produet. MON 89034 x TC1507 x MON 88017
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 x DAS-59122-7

Ingredients: Bacillus thuringiensis Cryt A. 105, Cry2Ab2, Cryi F, Cry3Bb1, Cry34/35Ab1 Proteins and the Genetic Matcrials (Vectors PV-ZMIR245, pHP8999, PV-ZMIR39, and
PHP17662) Necessary for their Produetion in MON 89034 x TC1507 » MON 88017 x DAS-59122-7 (OECD Unique Identifier: MON-89@34-3 x DAS-31567-1 x MON-88@17-3 x
DAS-59122-7)

Guideline Reference Number Guideline Study Name MRID Number Submilter Stalus Note

Administrative Materials for Monsanto and
Monsanto Licensee SmartSiax® RIB
Manufacturing Standard Operating

A

Procedures. e
Monsanto Company OWN Application
Monsanto and Monsanto Licensee SmartStax®
RIB Mamfacturing Standard Operating
Procedures.
Manufacturing
Monsante Company OWN Information

Signature Name and Title Date
%"/ﬁ, s M Jeffrey T, Bookout, M.S. March 21, 2011
2 / Regulatory Affairs Manager
EPA Form 8570-35 (8-97) Eleciranic and Paper versions available. Submil only Paper version, Agency Internal Use Copy
Monsante Company 07-CR-192E-E3 Page 4 of 5
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Form Approved OMB No. 2070-0080

@E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this colleclion of information is estimated lo average 0.25 hours per response for registration aclivities and 0,25 hours per
response for reregislration and special review aclivilies, induding time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions tor reducing the burden to; Director, OPPE Information Management Division (2 t37), U.S. Environmental Protection Agency,

401 M Street, 5.W., Washington, DC 20460, Do not send the form to this address.
DATA MATRIX

Date: March 21,2011 EPA Reg. No,File Symbol: 524-LOL | Page tof 1
Applicant's/Registrants Name & Address: Product: MON 89034 x TCI507 x MON 88017
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 x DAS-59122.7

Ingredients: Bacillus thuringiensis Cryt A.105, Cry2Ab2, Cry!F, Cry3Bbl, Cry34/35Ab] Proteins and the Genetic Materials (Vectors PV-ZMIR245, PHP8999, PV.ZMIR3Y, and
PHP17662) Necessary for their Production in MON 89034 % TC1507 x MON 88017 % DAS-59122-7 (OECD Unigue ldentifier: MON-89@334-3 x DAS-@t5607-1 x MON-88@17-3 »
DAS-59122-7)

Guidellne Reference Number Guideline Study Name MRID Number Submitter Status Note
This
Monsanto Company OWN Application
Manufacturing
Mounsanto Company OWN Information
Signature L M Name and Title Date
%14 - Teffrey T. Bookout, M.S. March 21, 2011
Z Regulatory Affairs Manager

EPA Form 8570-35 (9-97) Electronic and Paper versions available, Submit only Paper version. Public File Copy

Monsanto Company 07-CR-192E-E3 Page S of §
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} )
MONSANTO %
imagine -

484234-00

MONSANTD COMPANY
1300 | {Evg) STREET, NW
SuITE 450 Easr

March 18, 2011 WastivgTon, D.G. 20005
: i PHONE {202} 383-2866

i FAY (z02) 789-1748
Document Processing Desk http:/ fviww.monsanto.com

Office of Pesticide Programs (7504P)
U.S. Environmental Protection Agency
Room 8-4900, One Potomac Yard
2777 South Crystal Drive

Arlington, VA 22202-4501

Aftn: Dr. Sheryl Reilly, Branch Chief, Microbial Pesticides Branch, Biopesticide and
Pollution Prevention Division (7511P)

Subject: Dow AgroSciences’ and Monsanto’s Response to Uncertainties Raised by the
Scientific Advisory Panel, Dec 8-9, 2010 Regarding SmartStax® RIB; EPA File
Symbol 524-LOL (Monsanto); EPA File Symbol 68467-RA (Dow AgroSciences)

Dear Dr. Reilly:

Thank you and your team for the oppértunity to review our additiohal modeling results,
presenting worst-case seed mix effects on heterozygous fitness, relative to a 5% seed mix refuge
for MON 89034 x TCI1507 x MON 88017 x DAS-59122-7 on March 15, 2011. Accompanying
this letter is a document reviewing the conservative modeling results discussed in the March 15,
2011 meeting, as well as our response to the December 8-9, 2010 Scientific Advisory Panel’s
concerns.

The documents accompanying this letter have been classified “A” or “B”, as defined by the
Agency: '

» Category “A”: Materials that can be released to anyone, regardless of affiliatinn tc a
foreign or multi-national pesticide producer.

» Category “B”: Information can be released only to individuals that attest they are not
employees or agents of a foreign or multi-national pesticide producer, as per FIFRA
Section 10(g).

Monsanto Company 07-CR-192E-E2 Page 1 of 2
326



Documents accompanying this letter:

Document Category
Cover letter A
Transmittal document A

Administrative Materials for Dow
AgroSciences’ and Monsanto’s
Response to Uncertainties Raised by the | A
SmartStax® RIB Scientific Advisory
Panel, Dec 8-9, 2010

Dow AgroSciences’ and Monsanto’s
Response to Uncertainties Raised by the | g
SmartStax® RIB Scientific Advisory
Panel, Dec §-9, 2010

If you have any questions regarding this submission, please do not hesitate to contact Dr. Russell
P. Schneider at 202-383-2866 or myself at 314-694-6514.

Sincgrely, — -

C Austin Burns, Ph.D.
Regulatory Affairs Manager, Monsanto Company

co: Mr. Mike Mendelsohn, EPA BPPD
Dr. Alan Reynolds, EPA BPPD
Dr. Russell P. Schneider, Monsanto Company
Dr. Nicholas Storer, Dow AgroSciences

Monsanto Company 07-CR-192E-E2 Page 2 of 2
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MONSANTO

TRANSMITTAL DOCUMENT

SUBMITTED BY
Monsanto Company

800 N. Lindbergh Blvd.
St. Louis, MO 63167

REGULATORY ACTION IN SUPPORT OF WHICH
THIS DOCUMENT IS SUBMITTED

Dow AgroSciences’ and Monsanto’s Response to Uncertainties Raised by the SmartStax® RIB
Scientific Advisory Panel, Dec 8-9, 2010

EPA File.Symbol 524-LOL

TRANSMITTAL DATE

March 18, 2011

MONSANTO REFERENCE No.

07-CR-192E-E2

Monsanto Company 07-CR-192E-E2 Page10f2 398



LIST OF SUBMITTED DOCUMENTS

Administrative Materials

Adminstrative Materials for Dow AgroSciences’ and Monsanto’s Response to Uncertainties
Raised by the SmartStax® RIB Scientific Advisory Panel, Dec 8-9, 2010

MRID Number

Additional Information

Dow AgroSciences’ and Monsanto’s Response to Uncertainties Raised by the SmartStax® RIB
Scientific Advisory Panel, Dec 8-9, 2010

MRID Number 48423401

Company Official: _— 4 AV F~(g 24
Q.}:ﬁstin Burns, Ph.D. Date
Regulatory Affairs Manager

(314) 694-6514

Company Name: Monsanto Company

Company Contact: Russell P. Schneider, Ph.D.
Senior Director, Regulatory Affairs and Policy
Washington D.C.
(202) 383-2866

Monsanto Company 07-CR-192E-E2 Page2 of 2 399



MONSANTO

Administrative Materials for Dow AgroSciences’ and Monsanto’s Response to
Uncertainties Raised by the SmartStax® RIB Scientific Advisory Panel,
Dec 8-9, 2010

SmartStax®
EPA File Symbol 524-L.OL

Monsanto Company 07-CR-192E-E2 Page 1 of 5
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